EPA REGISTRATION NUMBER 71693-1 - VOLUME 2
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CASE: 062458 DATA PACKAGE RECORD DATE: 02/04/03
SUBMISSION: 5620798 : BEAN SHEET Page 1 of 1

r~

DP BARCODE: D286702

* % % CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 010 NEW CHEMICAL SCREENING
CHEMICALS: 006456 Aspergillus flavus 36 colonized wheat geed 0.0000%

ID#: 071693-R Aspergillus Flavus AF36
COMPANY: 071693 ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

PRODUCT MANAGER: 50 JANET ANDERSEN 703-308-8128 ROOM: (31 STH FL
PM TEAM REVIEWER: SHANAZ BACCHUS 703-308-8087 ROOM: CS1 STH FL

RECEIVED DATE: 08/14/02 DUE OUT DATE: 12/12/02
' * * % DATA DACKAGE INFORMATION * * *
DP BARCODE: 286702 EXPEDITE: N DATE SENT: 11/07/02 DATE RET.: 11/07/02

CHEMICAL: 006456 Aspergillus flavug 36 colonized wheat seed
DP TYPE: 001

: CSF: Y LABEL: Y

ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 02/05/03
DIV : BPPD 11/07/02 11/07/02 . NEGOT DATE: !/
BRAN: BPPD-IQO 11/07/02 11/07/02 PROJ DATE: /7
SECT: IO 11/07/02 11/07/02

REVR : SBACCHUS 11/07/02 11/07/02

CONTR:: /7 /)

* * +* DATA REVIEW INSTRUCTIONS * * *
Check for package completeness.

* % * DATA PACKAGE EVALUATION * +* *
Package still incomplete. Need data waiver request in
proper format. Will send packages to contractor pending
submission of data wailver reguest submissicn

* % % ADDITIONAL DATA PACKAGES FOR THIS SUBMIS3IION * * *

bP BC BRANCH/SECTION DATE CUT DUE BACK INS CSF LABEL
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ATTN: Shanaz Bacchus {7511C)
Blopesticides Pollution Pravention Divislon
U.8. Environmental Protection Agency
Ariel Rigs Building
1200 Pennsylvania Ave., N.W.
Washingtion, DG 20460
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783

Index of Documents Submitted

OPP- (Docket #)

(As of Febnsary 8, 2002)

388 725

Asperglilus flavus AF36; Experimental Use Permit 69224-EUP-1; Extenslon of Temporary

tolerance PP# 5E4575

See roferences below.

TITLE: {Thie of document) Author; Document Classification
{Last name, First name) Date
1. Blbilography (attached) EPA
—. Application for Experimental use ~
( ~ermit to Ship and use a Pesticide for U?‘H'\f J Pejfe"” J | / 2/07 B
| perirnental Purposes Only
Form 8570-17
3. Transmittal Letter and attachments Sel Indecl SeeTulocd| B
;‘a Risk A;;ssessment of Aspergillus EPA fodoval jo{d’gy To be A
Viis AF38 '
{Federal register Notice of Filing) Documeat determing
5. Petition for a temporary exemption 8 Coe Ent ?V'or
from the requirement of a tolerance 4 2/8/02
for residues of products containing S&a :I;"dex - Iﬂd e“l M /
the active ingredient Aspergiflus
_;;z%:u?ss-::nwnon!n Coe Trde
. PEE4STS) 1
6. Specific References to Supporting
Data for the pesticide petition from See See
IR-4 for Aspergillus flavus AF36, and X ; .
the Experimenta! Use Permit (EUP) A+ Qchéidg A#“Cl’e‘/ C
for (EPA Flle Symbol 88224-EUP-1, . .
OPP identifier Number ). 8 10 IO@F&L\O%/ Bf b]: cyrr(,oﬁr

Wit Gravernsian 3/
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INDEX 1

Index of Documents Submitted

{(As of February 8, 2002)

OPP-(Docket #)
Aspergillus flavus AF 36; Experimental Use Permit 69224-EUP-1; Extension of Temporary
Tolerance PPA#SE4575
TITLE(Title of Document) Author: Document Classification
(Last name, First Date
narme)
3(a) Transmittal Letter(1 page) Cotty, Peter J. 12-26-01
3(b) Letter Concerning Buffer Antilla, Larry 14-21-99
Zones addressed to Phil Hutton
3(c) Transmittal Letter (2 pages) | Braverman, Michael 1.-9-02 B
for Extension of Temporary
Tolerance Exemption on Cotton
in Arizona and Expansion to
Cover Field Testing in Texas
3(d) Letter to Shanaz Bacchus Braverman, Michael 1-25-02 B
to clarify the purpose of the
submission [Note: letter listed in
3(b) was aftached to this letter]
5(a) Studies submitted in support | Braverman, Michael 1-9-02 C
of Proposed Extension of
Tolerance Sections A through G
and Attachments




FEB-08-2002 13:8: £PA OPP BRFD 73 388 7826 0 P.2S

-
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1 TITLE: (Title of document) Classification
43763400 USDA/ARS and IR-4 (1995) Submission of Product Chemistry, Toxicity,

and Risk Dats in Support of an Experimental Use Permit for

Aspergillus flavus AF36, Transmittal of 5 Studies. C
SUBMITTED IN SUPPORT OF: 069224EX1
SUBMITTED IN SUPPORT OF: SEAS75

43763401 Cotty, P. (1995) Aspergillus flavus Isolate AF36--Product
Ydentity and Disclosure of Ingredients, Manufacturing Process
and Discussion on the Formation of Unintentional Ingredienta:
Lab Project Number: PR 5ZB. Unpublished study prepared by C\
USDA/ARS. 85p.

SUBMITTED IN SUPPORT OF: 069224EX1
¢ SUBMITTED IN SUPPORT OF: SE4575

L' 763402 Cotty, P. (1995) Aspergillus flavus Isolate AF36--Analysis of
- Samples, Certification of Ingredient Limits, Analytical Methods
for Certified Limits, and Physical and Chemical Properties: Lab
Project Number: PR 52B. Unpublished study prepared by C_
USDA/ARS. 8p.
SUBMITTED IN SUPPORT OF: 069224EX1
SUBMITTED IN SUPPORT OF: 5B4575

43763403 Cotty, P.; Hartman, C. (1995) Aspergillus flavus Isolats
A¥36--Safety Data in Support of Petition Proposing a Temporary
Exemption from the Requirements of a Tolerance for Aspergillus C
flavus for Use in Cotton Production: Lab Project Number: PR

. 52B. Unpublished study prepared by USDA/ARS and IR-4. 882 p.

. SUBMITTED IN SUPPORT OF: 069224EX1

C SUBMITTED IN SUPPORT OF: 5E4575

43763404 Cotty, P, (1995} Aspergitlus flavus Izolate AF36:
Hypersensitivity Incidents with Microbial Pest Control Agents:
Statement of Finding No Hypersensitivity: 1.ab Project Number: C
PR 52B. Unpublished study prepared by USDA/ARS. 4p.

SUBMITTED IN SUPPORT OF: 069224EX1
SUBMITTED IN SUPPORT OF: 5B4575

43763405 Cotty, P.; Hartman, C. (1995) Aspergillus flavus Isolate
AF36; Product Performance Data: Lab Project Number; PR 52B. i 5

o~

Unpublished study prepared by USDA/ARS and IR-4. 145 p.
SUBMITTED IN SUPPORT OF: 069224EX1
SUBMITTED IN SUPPORT OF: SB4575

2. @M&Wm 2/5;/52~
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TITLE: SES of documentz Classiflcation
43972400 Interregional Research Project No. 4 (1996) Submission of Product _
Analysis and Toxicology Dats in Support of an Experimental Use C
Petmnit for Aspergillus flavus AF36. Transmittal of 3 Studies.

SUBMITTED IN SUPPORT OF: 069224EX1

43972401 Cotty, P. (1996) Aspergillus flavus Isolate AF36--Analysis of
Samples, Certification of Ingredient Limits, Analytical Methods
for Certified Limits: Amendment No. 1 to MRID No. 43763404: Lab C
Project Number: PR 52B8: 52B. Unpublished stady prepared by
Southem Regional Research Center, USDA/ARS. 6 p.
SUBMITTED IN SUPPORT OF: 069224EX1

43972402 Cotty, P, {1996) Aspergilius flavus Isolate AF36:
Hypersensitivity Incidents with Microbial Pest Control Agents:
|- Statement of Finding of No Hypersensitivity: Ameadment No. | to C

MRID No. 43763404: Lab Project Number: 52B: PR 52B.
Unpublished study prepared by Somhern Regional Research
Center, USDA/ARS. 4p.

SUBMITTED IN SUPPORT OF: 069224EX1

43972403 Shelton, L. (1996) Acute Oral Toxicity Study in Rats:
(Aspergillus flavus AF36): Final Report: Lab Project Number:
MSGAGS4.6G31: MA MOSAGE4.6G31. Unpublished study prepared by C
Microbiological Associstes, Inc. 59 p.

SUBMITTED IN SUPPORT OF: 069224EX1

43950000 Interregional Research Project Na. 4 (1996) Submission of Product
... Chemistry Data in Support of the Application for Experimental C
_ Use Permit for Apergillus flavus AF36. Transmittal of 1 Study. -
- SUBMITTED IN SUPFORT OF: 069224EX1

43990001 Cotty, P. (1936) Aspergillus flavas Isolate AF36--Product
I1dentity and Disclosure of Ingrediepts, Manufacturing Process,
and Discugsion on the Formation of Unintentiona) Ingredients: C
Amendment No. 1 to MRID 43763401; Lab Project Number; PR 52B.
Unpublished study prepared by USDA/ARS, Southem Regional
Research Center, 6p.
SUBMITTED IN SUPPORT OF: 069224EX1

WW Z%’l
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FEB-GS-2005 13:@ " EPA OPRERRD T ¢ TGS 7026 P
TITLE: (Titie of document) Classification
44597000 Interregional Research Project No.4 (1998) Submission of

Prodnct Chemistry Data in Support of the Petition for Tolersuce

of Aspergillus flavus isolate AF36 in/on Wheat, Transmittal of * {

1 Swdy.

SUBMITTED IN SUPFORT OF: 8E5001

44597001 Cotty, P.; Antilla, L. (1998) Aspergillus flavus Isolste
AF36 Manufacturing Process and Discussion on the Formation of
Unirdentiona! Ingredients, Amendment No, 2 MRID 43763401: Lab
Project Number: 52B. Unpublished study prepared by USDA/ARS, C
Arizona Cotton Research and Protection Council and Rutgers
Univ. 38 p.

[~ SUBMITTED IN SUPPORT OF: 8ES001

| -~ 4626100 Interregional Research Project No. 4 (1998) Submission of
[~ Product Chemistry Data in Support of the Petition for Tolersuce
of Aspergillus flavus isolate AF36 in/on Cotton. Transmittsl | C
‘of 1 Study.
SUBMITTED IN SUPPORT OF: 069224EX1
SUBMITTED IN SUPPORT OF: SEA4575

44626101 Cotty, P.; Antilla, L. (1998) Aspergillus flavus isolate
AF36-Analysis of Samples, Certification of Ingredient Limits,
Analytical Methods for Certified Limits: Amendment No. 2 to C

MRID No. 43763402: Lab Project Number: 52B. Unpublished study
prepared by USDA/ARS, and Arizona Cotton Research and

! Protection Council. 33 p.

C SUBMITTED IN SUPPORT OF: 069224EX1

{' SUBMITTED IN SUPPORT OF: SBEAS75

713700 Interregional Research Project No.4 (1998) Submission of
Produsct Chemistry Data in Support of the Petition for
Tolerances of Aspergilius flavus infon Cotton. Transmittal of C
1 Study.

SUBMITTED IN SUPPORT OF: 8E5001

SUBMITTED IN SUPPORT OF: SB4575

SUBMITTED IN SUPPORT OF: 069224EX1

Wik [ e 2902
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TITLE: gfﬂe of document) Ciasslfication

| 44713701 Cotty, P.; Antilla, L. (1998) Aspergillus Flavus isolate
AF36-- Amended Manufacturing Process—Amendment No.3: Lab
Project Number: 52B. Unpublished study prepared by IR-4. C
21p. )
SUBMITTED IN SUPPORT QF: 8E5001
SUBMITTED IN SUPPORT OF: SEAS7S
SUBMITTED IN SUPPORT OF: 069224EX1

45307200 USDA/ARS Southern Regional Research Center (2001) Submission of
Environmental Fate Data in Support of the Petition for
Tolerance of Aspergillus flavus Isolate AF36/Cotton in/on (
— Cotton. Transmittal of2 Studies,
‘[ SUBMITTED IN SUPPORT OF; 5B4575
i SUBMITTED IN SUPPORT OF: 065224EX1

45307201 Cotty, P. (2001) Aspergillus flavus Isolatz AF36: Safety
Information (Soil and Air Menitoring of Populations of A.
flavag): Lab Project Number: 52B, Unpublished study prepared C
by Interregional Research Project No4. 130 p.

SUBMITTED IN SUPPORT OF: SEA4575
SUBMITTED IN SUPPORT OF: 069224EX!

45307202 Cotty, P, (2001) Aspergillus flavus Isolate AF36 Non-target
Organism and Environmental Safety Information (Soil and Alr

Monitoring of Populations of A. flavus): Lab Project Number:
52B. Unpublished study prepared by Interregional Research C
a Project No.4. 130p.
- SUBMITTED IN SUPPORT OF: SE4575
f SUBMITTED IN SUFPORT OF: 069224EX1

A Bt/
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TITLE: (Title of documennt} __| Classification

14713701 Cotty, P.; Antilla, L. (1998) Aspergillus Fiavus isolate
AF36--Amended Manufecturing Process--Amendment No.3: Lab
Project Number: $2B. Unpublished study prepared by IR-4.
21 p.
SUBMITTED IN SUPPORT OF: BE5S001
SUBMITTED IN SUPPORT OF: SEA4575
SUBMITTED IN SUPPORT OF: 069224EX1

C

45307200 USDA/ARS Southern Regional Research Center (2001) Submission of
Environmental Fate Data in Support of the Petition for
Tolerance of Aspergillus flavus Isolats AF36/Cotton in/on
Cotton. Transmittal of 2 Stodies.
SUBMITTED IN SUPPORT OF: 5E4575
SUBMITTED IN SUPPORT OF: 069224EX1

15307201 Cotty, P. (2001) Aspergiltus flavus Isolate AF36: Safety
Information (Sodl and Air Monitoring of Populations of A.
flavus): Lab Project Number: 52B. Unpublished study prepared
by Interregional Research Project No.4. 130 p,

SUBMITTED IN SUPPORT OF: 5E4575
SUBMITTED IN SUPPORT OF: 069224EX1

15307202 Cotty, P, (2001) Aspergillus flavug Isolate AF36 Non-targst
Organism and Environmental Safety Information (Soil and Air
Monitoring of Populations of A. flavus): Lab Project Number:
52B. Unpublizhed study prepared by Interregional Research
Project No.4. 130 p.

SUBMITTED IN SUPPORT OF: 5E4575
SUBMITTED IN SUPPORT OF: 069224EX1

;
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DP BARCQODE: D286705

CASE: 062458 DaTA PACKAGE RECORD DATE: 11/07/02
SUBMISSION: 5624885 . BEAN SHEET Page 1 of 1

* % * CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 100 NC-FOCD/FEED USE
CHEMICALS: 006456 Aspergillus flavus 36 colonized wheat seed 0.0000%

IDH#: 071693-R Aspergilius Flavus AF36
COMPANY: 071693 ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

PRODUCT MANAGER: 90 JANET ANDERSEN 703-308-8128 ROOM: (CS1 5TH FL
PM TEAM REVIEWER: SHANAZ BACCHUS 703-308-8097 ROOM: CS1 STH FL
RECEIVED DATE: 11/07/02 DUE QUT DATE: 05/16/03

* % * DATA PACKAGE INFORMATION * * *

DP BARCORE: 286705 EXPEDITE: N DATE SENT: 11/07/02 DATE RET.: / /
CHEMICAL: 006456 Aspergillus flavus 36 colonized wheat seed
DP TYPE: 001
CSF: Y LABEL: Y
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 03/07/03
DIV : BPPEDR / /7 NEGOT DATE:
BRAN: BPPED-IO / / PROJ DATE:
SECT: IO / /o
/ /
/

T, T
T, T

REVR /
CONTR : /o

* * * DATA REVIEW INSTRUCTIONG * *

M, S, T, T, e

Please review the following for use of Aspergillus flavus
atoxigenic strain AF36 for use on cotton to displace the
toxigenic strain.

457981-01: Acute pulmonary tox/path in rat. This study was
discontinued because of the adverse effects of Tween. The
other 2 studies were conducted to replace this study.
457391-01 is an interim report of the next study for acute
pulmonary tox/path effects of AF36é in rats. .

457982-01: Acute pulmonary tox/path in rat {final study).
Consider the last 2 studies together when assigning a tox
category to the active ingredient.

Also review the next submission 4573%1-04 which reports on
hypersensitivity incidents,

If you have any guestions, do not hesitate to call me on
703-308-8097

Thanks

Shanaz Bacchus

* % ¥ DATA PACKAGE EVALUATION * # x
No evaluation is written for this data package
* % « ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * #

DFP BC BRANCH/SECTION DATE OUT DUE BACK INS C3F LAREL

10




DP BARCODE: D286705

CASE: 062458 DATA PACKAGE RECQRD DATE: 11/07/02
SUBMISSION: 5624885 BEAN SHEET Page 1 of 1

* * % CASE/SUBMISSION INPORMATION * * *

CASE TYPE: REGISTRATION ACTION: 100 NC-FOOQD/FEED USE
‘CHEMICALS: 006456 Aspergillus flavus 36 colonized wheat seed 0.0000%

IDH#: 071693-R Aspergillus Flavus AF36

COMPANY: (071693 ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

PRCDUCT MANAGER: 90 JANET ANDERSEN 703-308-8128 ROCM: (Sl 5TH FL
PM TEAM REVIEWER: SHANAZ BACCHUS 703-308-8097 ROOM: CSi 5TH FL
RECEIVED DATE: 11/07/02 DUE OUT DATE: 05/16/03

* *« % DATA PACKAGE INFORMATION * * *
DP BARCODE: 286705 EXPEDITE: N DATE SENT: 11/07/02 DATE RET.: /o

CHEMICAL: 006456 Aspergillus flavus 36 colonized wheat seed
DP TYPE: 001

CSF: Y LABEL: Y
ASSIGNED TO DATE IN DATE QUT ADMIN DUE DATE: 03/07/03
DIV : BPPD /7 /7 NEGOT DATE: /
BRAN: BPPD-IO /7 /] PROJ DATE: /7
SECT: IC /o /7
REVR : /7 /7
CONTR : /7 /7

* * & DATA REVIEW INSTRUCTIONS * * *

Please review the following for use of Aspergilius flawvus
atoxigenic strain AF36 for use on cotton to displace the
toxigenic strain. .

457981-01: Acute pulmonary tox/path in rat. This study was
discontinued because of the adverse effects of Tween. The
other 2 studies were conducted to replace this study.
457391-01 is an interim report of the next study for acute
pulmonary tox/path effects of AF36 in rats.

457982-01: Acute pulmonary tox/path in rat (£inal study).
Consider the last 2 studies together when assigning a tox
category to the active ingredient.

Also review the next submission 457391-04 which reports on
hypersensitivity incidents.

If you have any questions, do not hesitate to call me on
703-308-8097

Thanks

Shanaz Bacchus

* % * DATA PACKAGE EVALUATIQON * * %
No evaluation is written for this data package
* + + ADDITIONAL DATA PACKAGES POR THIS SUBMISSTON * * *

Dp BC BRANCH/SECTION DATE QUT DUE BACK INS CSF LABEL

11




® 457982-00

. AGRICHEMICALS
., _INDUSTRY -

Interregional Research Project No. 4
Center for Minor Crop Pest Management

Dr. Janet Andersen

Biopesticide and Pollution Prevention Division BIOPESTICIDE
c/o Document Processing Desk (IR4) PROPOSAL
266A Crystal Mall No. 2

1921 Jefferson Davis Highway Sept. 12, 2002

Arlington, VA 22202

RE: Aspergillus flavus AF-36/Tolerance Exemption for cotton
RAL: Shanaz Bacchus (703)308-8097

Dear Janet:

The undersigned, Dr. Michael Braverman, Interregional Research Project No. 4, The Technology
Centre of New Jersey, 681 U.S. Highway #1 South, North Brunswick, New Jersey 08902-3390, on behalf
of the IR-4 Project submit this petition pursuant to Section 408(e) of the Federal Food, Drug and Cosmetic
Act, as amended, with respect to the microbial biopesticide, Aspergillus flavus AF-36.

List of Studies Submitted in Support of Proposed Exemption
from the Requirements of a Tolerance for Aspergillus flavus AF-36.

. Volume No. and Title

45798201 Volume 1- Aspcrgilhl:s. flavus isolate AF 36 -Acute Pulmonary Toxicity and
Pathogenicity to the Rat

Note: Although this volume is being submitted individually, it is the third volume
pertaining to studies on ASPERGILLUS FLAVUS AF36 ACUTE PULMONARY TOXICITY
AND PATHOGENICITY TO THE RAT.

In a previous submission (August 12, 2002) two volumes (Volume 2 of 7 and Volume 4 of 7}
were submitted but no MRID numbers have been assigned yet.

W T

Technology Centre of New Jersey
681 U.S. Highway #1 South * North Brunswick, NJ 08902-3390 « 732/632-9575 = Fax: 732/932-8481

THE STATE UNTVERSITY GF HEW JERSEY

RUTGERS

12
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Page 2
Janet Andersen (con't)

List of Supplemental Information Submitted in Support of this Petition:

1. Notice of Filing*
2. Letter of Authorization

* Notice of Filing has already been provided electronically , in Word Perfect format.

Yours very truly,

Interresrional Research Proiect No. 4
Petitioner

Per

IR~4 Project Coordinator

TR-4 Project

Rutgers, The State University of New Jersey
The Technology Centre of New Jersey

681 U.S. Highway #1 South

North Brunswick, NJ 08902-3390

CC; Peter Cotty, Larry Antilla



) ® ® Novo7

U.S5. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

SOUTHERN REGICONAL RESEARCH CENTER
AGRICULTURAL RESEARCH SERVICES
P.O. BOX 185687

NEW ORLEANS, LA 70179

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 08/14/02. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID’'s {(MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any guestions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have besan
released. '

15




. 4579%1-00

Interregional Research Project No. 4
Center for Minor Crop Pest Management

August 12, 2002
Dr. Janet Andersen

Biopesticide and Pollution Prevention Division BIOPESTICIDE
c/o Document Processing Desk (IR4) PROPOSAL
266A Crystal Mall No. 2 REHOO!

1921 Jefferson Davis Highway
Arlington, VA 22202 AT
RE: Asperpillus flavus AF-36/Tolerance Exemption for cotton

RAI: Shanaz Bacchus (703)308-8097
Dear Janet:

The undersigned, Dr. W.L. Biehn, Interregional Research Project No. 4, The Technology Centre
of New Jersey, 681 U.S. Highway #1 South, North Brunswick, New Jersey 08902-3390, on behalf of the
IR-4 Project submit this petition pursuant to Section 408(¢) of the Federal Food, Drug and Cosmetic Act,
as amended, with respect to the microbial biopesticide, Aspergillus flavus AF-36.

List of Studies Submitted in Support of Proposed Exemption
from the Requirements of a Tolerance for Aspergillus flavus AF-36.

Volume No. and Title

Volume 1- Petition Proposing An Exemption from the Requirement of a Tolerance For
Sorbitol Octanoate for use in All Food Crops M, M \n/

Volume 2 - Aspergillus flavus isolate AF 36 -Acute Pulmonary Toxicity and
Pathogenicity to the Rat 45798101

Volume 3 - Aspergillus flavus isolate AF 36 -Acute Pulmonary Toxicity and
Pathogenicity to the Rat -Interim Report. 43739101

Volume 4-  Aspergillus flavus isolate AF 36 - Toxicity/ Pathogenicity to the Bob White
Quail Avian Inhalation Test Tier 1. 45798102

Volume 5 - Honey bee Field Study of Aspergillus flavus AF36 in Cotivt 45739102

Technology Centre of New Jersey
681 U.S. Highway #1 South + North Brunswick. NJ 08902-3390 » 732/932.9575 » Fux: 732/932-8481

THE TATE UNIVERS  OF NEW JERSEY
- I ) .

PR 16




Page 2
Janet Andersen (con't)

Volume 6 Aspergillus flavus isolate AF36 Non-target Organism and Environmental
Safety Information 45739103

Volume 7 - Aspergillus flavus isolate AF 36 - Hypersensitivity Incidents Amendment
No. 1 to MRID 43972402, Amendment No. 2 to MRID 43763404 45739104

List of Supplemental Information Submitted in Support of this Petition:

1. Notice of Filing*
2. Letter of Authorization

* Notice of Filing is also being provided electronically , in Word Perfect format, under separate
cover.

Yours very truly,

Il A B e

Interregional Research Project No. 4
Petitioner

Per,

IR-4 Project Coordinator

IR-4 Project

Rutgers, The State University of New Jersey
The Technology Centre of New Jersey

681 U.S. Highway #1 South

North Brunswick, NJ 08902-3390

17
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United States Environmental Prgiect
Qifice of Prilicide Programs
inforenanon Peyourcas snd Seracss 0 vi§1on
infarmaten Sarvices Brinch
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ADMINISTRATIVE NO(S).:  _ksd45

G40~ C{},; wits Andosaes

CHEMICAL NO.:

The jacket for this action can be
requested through the JACKETS system.
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DP BARCCODE: D288781

ChSE: 0862458 DATA PACKAGE RECOED DATE: 03/11/03
SUBMISSTON: 34630883 BiEAN SHEET Page 1 of 1
¥ kx4 CASE/SUBRMISSION INPORMATION * * »
CASE TYDPE: REGISTRATION ACTION: 194 ACTN INI BY AGCY-ADDL REQ
CHEMICALS: 006456 Agpergillug flavus 36 colonized wheat seed 0.0000%

IDH: $71693-R Aspergillus Flavus AF386
COMPANY : 071683 ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

PRODUCT MANAGER: 20 JANET ANDERSEN TO3-308-8128 EOOM: (51 5TH ¥L
BM TEAM REVIEWEER: SHANAY BACCHS T03-308-8037 ROOM: 51 5TH ¥L
RECEIVED DATE: 03/13:/03 DUE OUT DATE: 09/07/03

* & % DATA PACKAGE INFORMATION * * =%

DP BARCODE: ZH3781 EXPEDITE: N DATE SENT: 03/11/03 DATE RET, : ;7
CHEMICAL: 208456 Agpergillus flsvus 36 colonized wheat seed

DP TYPE: (0L

CEE Y LABEL: Y

ASSIGNED 70 DAETE  IN DATE QUT ADMIN DUE DATE: 07/29/03
DIV : BPPD 03/11/03 ;S NEGOT DATE: /]
RRAN: BPPD-IO 03/11/03 FA PROJ DATE: ;o
SECT: IO 03/11/03 /7
REVR : CETSITIY 03/11/03 ;o
CONTR /S /7

* & & DATA REVIEW INSTRUCTICHNES * * *

13

Please conlirm that the justificaticns for the data waiver
requests aubmitted Eor the acute health effects studies are
acceprable for the Sec. 3¢ registration of A. [lavus AF36
for use in AZ and TX. I there are deficiencies in this
request, please state clearly what data/justification must
ne supbmitted to satisfy the deficiency.

Thanksz,

shawn
* & % DATA PACKAGE BVALUATICN * * *
No evaluatlion is wrivtens for this data package
Ak % ADDITIONAL DATA PACHKAGES FOR THIS SUBMISSION * * o+

GE RBC BRANCH/SECTION DATE OUT DUE BACK NS C8F LABEL
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CASE: 062458 DATA PACKAGE RECORD DATE: 03/11/03
SUBMISSION: $624888 BEAN SHEET Page 1 of 1

DP BARCODE: D286708

* x *x CAQE/SUBMISSION INFORMATION * + #

CASE TYPE: REGISTRATION ACTION: 152 PROP TEST PROT-NEW BIOL
CHEMICALS: 006456 Aspergillus flavus 36 colonized wheat seed 0,0000%

ID#: 071693-R Aspergillus Flavus AF36
COMPANY: 071693 ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

PRODUCT MANAGER: 50 JANET ANDERSEN 703-308-8128 ROOM: CSl1 5TH FL
PM TEAM REVIEWER: SHANAZ BACCHUS 703-308-8087 ROOM: CSI 5TH FL
RECEIVED DATE: 11/06/02 DUE OUT DATE: 04/05/03

* % * DATA PACKAGE INFORMATION * * *

DP BARCODE: 286708 EXPEDITE: N DATE SENT: 11/07/02 DATE RET.: /o
CHEMICAL: 006456 Aspergillus flavus 36 colonized wheat seed
DP TYPE: 001

CSF: Y. LABEL: Y
ASSIGNED TO DATE 1IN DATE QUT - ADMIN DUE DATE: 02/20/03
DIV : BPPD 11/07/02 /7 NEGOT DATE: /]
BRAN: BPED-IO 11/07/02 /7 PROJ DATE: /o
SECT: 10 11/07/02 /7
REVR : GTOMIMAT 02/13/03 /
CONTR: QAK RIDGE 12/10/02 /

* * % DATA REVIEW INSTRUCTIONS * * *

Please review the following for use of Aspergillus flavus,
atoxigenic strain AF36 on cotton in AZ and TX.

457981-01 Tox/path to bobwhite quail

457391~02 Honey bee study of AF36 on cotton

457391-03 AF36 non-target submission to demonstrate that
plovers are not in the treatment areas.

Include any adverse effects observed in the trials in your
reports.

If you have any questlons do not hesitate to email me at
bacchus. shanaz@epa.gov

Thanks

Alan to do secondary on honey bee, Gail toc do data waivers
and avian inhalation and to coordinate with Joel.

* x * DATA PACKAGE EVALUATION * * ¥
No evaluation is written for this data package
* * % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * x

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CsF LABEL
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DP BARCODE: D288782

CASE: 062458 DATA PACKAGE RECCRD DATE: 03/11/03
SUBMISSION: 5630867 BEAN SHEET Page 1 of 1

* k % CASE/SUBMISSTION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 157 DATA WAIV REQ-NEW BICL
CHEMICALS: 006456 Aspergillus flavus 36 colonized wheat seed 0.0000%

ID#: 071693-R Aspergillus Flavus AF36
COMPANY: 071693 ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

PRODUCT MANAGER: 90 JANET ANDERSEN 703-308-8128 ROOM: CS1 5TH FL
PM TEAM REVIEWER: SHANAZ BACCHUS 703-308-8087 ROCM: C81 5TH FL
RECEIVED DATE: 03/11/03 DUE OUT DATE: 08/08/03

* % * DATA PACKAGE INFORMATION * * *

DP BARCODE: 288782 EXPEDITE: N DATE SENT: 03/11/03 DATE RET.: /7
CHEMICAL: 006456 Aspergillus flavus 36 colonized wheat seed
DP TYPE: 001

CSE: Y LABEL: Y
ASSIGNED TO DATE 1IN DATE OUT ADMIN DUE DATE: 06/24/03
DIV : BPPD 03/11/03 / NEGOT DATE: /7
BRAN: BPPD-IO 03/11/03 /7 PROJ DATE: ;o
SECT: IO 03/11/03 /
REVR : GTOMIMAT 03/11/03 /7
CONTR : /o /7
* % % DATA REVIEW INSTRUCTIONS * * =%
Please determine whether the justifications for waiving
ecological effects data are acceptable (Section 2 of this
submissicon). If there are deficiencies in the
jsutifications, plesse state what steps/further action the
company needs to take to fulfil data reguirments.
Thanks,
shawn
* * * DATA PACKAGE EVALUATION * * *
No evaluation is written for this data package
* * % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * + *
DP BC BRANCH/SECTION DATE COUT DUE BACK INS CSF LABEL
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CASE: 062458 DATA PACKAGE RECORD DATE: 03/11/03
SUBMISSION: 5624888 BEAN SHEET Page 1 of 1

DP BARCCDE: D288780

* % * CAGE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION:; 152 PROP TEST PROT-NEW BIOL
CHEMICALS: 006456 Aspergillus flavus 36 colonized wheat seed 0.0000%

ID#: 071693-R Aspergillus Flavus AF36
COMPANY: 071693 ARIZONA COTTON RESEARCH AND PROTECTION CCUNCIL

PRODUCT MANAGER: 950 JANET ANDERSEN 703-308-8128 ROOM: (Sl 5TH FL
PM TEAM REVIEWER: SHANAZ BACCHUS 703-308-805%7 ROCM: C81 5TH FL
RECEIVED DATE: 11/06/02 DUE OUT DATE: 04/05/03

* % * DATA PACKAGE INFORMATION * =+ *

DP BARCODE: 288780 EXPEDITE: N  DATE SENT: 03/06/03  DATE RET.: /o
CHEMICAL: 006456 Aspergillus flavus 36 colonized wheat seed
DP TYPE: 001

CSF: Y LABEL: ¥
ASSIGNED TO DATE 1IN DATE OUT ADMIN DUE DATE: 06/19/03
DIV : BPPD 03/06/03 /] NEGOT DATE: /7
BRAN: BPPD-IO 03/06/03 / PRCJ DATE: /]
SECT: 10 03/06/03 /
REVR : AREYNCLD 03/06/03 /o
CONTR : /7 / /

* % * DATA REVIEW INSTRUCTIONS * * *
Please do a secondary review of data for AF36 effects on
heneybee in cotton fields. If there are any data
deficiencies, describe what data are reguired to satisfy
them.

Thanks .
shawn

* *x % DATA PACKAGE EVALUATION * * *
No evaluation is written for this data package
* % % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

DP BC BRANCH/SECTION DATE QUT DUE BACK INS CSF LABEL
286708 BPPD-I0/I0 11/07/02 02/20/03 Y Y Y
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CASE: 062458 - DATA PACKAGE RECQORD DATE: 03/11/03
SUBMISSION: 5624888 BEAN SHEET Page 1 of 1

DP BARCODE: D288780

* % % CASE/SUBMISSION INFORMATION * ¥ ¥

CASE TYPE: REGISTRATION ACTION: 152 PROP TEST PROT-NEW BIOL
CHEMICALS: 006456 Aspergillus flavus 36 colonized wheat seed 0.0000%

ID#: 071693-R Aspergillus Flavus AF36 '

CCMPANY: 071623 ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

PRODUCT MANAGER: 90 JANET ANDERSEN : 703-308-8128 ROOM: (51 STH FL
PM TEAM REVIEWER: SHANAZ BACCHUS 703-308-8097 ROOM: (581 STH FL
RECEIVED DATE: 11/06/02 DUE OQUT DATE: 04/05/03

* % * DATA PACKAGE INFORMATION * * =
DP BARCODE: 288780 EXPEDITE: N DATE SENT: 03/06/03 DATE RET.: /

CHEMICAL: 006456 Aspergillus flavus 36 colonized wheat seed
DP TYPE: 001

C8F: Y TABEL: Y
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 06/18/03
DIV : BPPD 03/06/03 Lo | NEGOT DATE: /7
BRAN: BPPD-IC 03/06/03 /7 PROJ DATE: /
SECT: 10 03/06/03 /I
REVR : AREYNOLD 03/06/03 /7
CONTR : ' /7 /7

* % * DATA REVIEW INSTRUCTIONS * * *

Please do a secondary review of data for AF36 effects on
honeybee in cotton fields. If there are any data
deficiencies, describe what data are reguired to satisfy
them.

Thanks.

shawn

* * * DATA PACKAGE EVALUATION * * *
No evaluation is written for this data package
* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
286708 BPPD-IO/I0 11/07/02 02/20/03 Y Y Y
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Attached You Will Find an Updated Index for Your Docket:

Dockel( # 0;9/2;%903 - ﬂfégtﬁ) Date [ndex Senit HAF 10 202

RECEIVED, LOG ONTO FI)OC%) AT: intranet.epa.gov/edocket,
Do a1 “Quick Searcl™ for doclket & "(féfzﬁﬁ

TO VIEW THE CONTENTS OF YOUR DOCKET and DOWNLOAD ANY COMMENTS
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r OPP-2003-0020 Docket Index hitpy//smoky. ripnc.cpa.gov/RightSite/dk_p...cket_collection& ACL=cd{&cld=0PP-2003-0020

OPP-2003-0020 Docket Index

Legacy ldentifier: OPP-2002-0093
Title: Aspergillus flavus AF36; Notice of Filing a Pesticide Petition to Establish an Exemption from a
Tolerance for a Cenain Pesticide Microbial Agent in or on Food

Displaying 1- 9 of 9 Documents Found
Document [D Date Type Title
Aspergillus flavus AF36; Notice of Filing a Pesticide
Petition to Establish an Exemption from a Tolerance
for a Certain Pesticide Microbial Agent in or on
Foed
Aspergiflus Flavus AF36; Pesticides Tolerance
Exemption
Aspergillus Flavus Af36; Extension of Temporary
Exemption from the Requirement of a Tolerance
Aspergillus Flavus Af36; Amendment, Temporary
exemption from the Requirement of a Tolerance

Aspergillus AF36 ai#006456; Pending Section 3
@ OPP-2003-0020-0005 12-23-2002 Support-Background g Bal L L T 503 R, Petition 8E5001

Comments from a Private Citizen Re:Aspergillus
flavus AF36; Notice of Filing a Pesticide Petition to
Establish an Exemption from a Tolerance for a
Certain Pesticide Microbial Agent in or on Food
Comments from the Farmers Gin, [nc. Re:
Aspergillus flavus AF36; Notice of Filing a Pesticide
OPP-2003-0020-0007 03-07-2003 Public Comment Petition to Establish an Exemption from a Tolerance
for a Certain Pesticide Microbial Agent in or orn
Food
Comments from the Anderson Clayton Corp. Re:
Aspergiltus flavus AF36; Notice of Filing a Pesticide
CPP-2003-0020-0008 03-03-2003 Public Comment Petition to Establish an Exemption from a Tolerance
for a Certain Pesticide Microbial Agent in or on
) Foed
. Comments from the Texas A&M University
QPP-2003-0020-0009 03-03-2003 Public Comment Agricultural Research & Extension Center Re:
Aspergillus flavus AF36

OPP-2003-0020-0001 02-14-2003 Federal Register

OPP-2003-0020-0002 05-26-1999 Support-Background
QOPP-2003-0020-0003 05-23-2001 Support-Background

OPP-2003-0020-0004 07-17-2002 Suppon-Background

OPP-20303-0020-0006 02-19-2003 Public Comment

lof! 328’03 11:24 AM




Attached You Will Find an Updated Index for Your Docket:

o e e
Docket # f[ﬁfij%@g - Q‘?S«/g Date Index Sent: #4817 200

TO VIEW THE CONTENTS OF YOUR DOCKET and DOWNLOAD ANY COMMENTS
RECEIVED, 1LOG ONTOE l)OCl(Fl AT: infranet epa.gov/edocket,
Do a “Quick Search® for docket g’f} KEE - S
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CPP-2003-0048 Docket Index

Legacy ldentifier: QPP-2003.0020
Title: Pesticide Product; Registration Application

Displaying 1- 6 of 6 Documents Found
Document‘ID Date Type Title
OPP-2003-0048-0001 03- t2-2003 Federal Register Pesticide Product; Registration Appiication

OPP-2003-0048-0002 05-26-1999 Support-Background gigzrgt'}g“: Flavus Af36; Pesticide Tolerance

Aspergillus Flavus Af36; Extension of Temporary
Exemption from the Requirement of a Tolerance

Aspergilius Flavus Af36; Amendment, Temporary
Exemption from the Requirement of a Tolerance
Aspergillus Flavus AF36 ai#006456 Pending
OPP-2003-0048-0005 12-23-2002 Support-Background Section 3 Registration Number 71693-R, Petition
8£5001

Aspergillus flavus AF36; Notice of Filing a Pesticide
Petition to Estabiish an Exemption from a Tolerance
for a Certain Pesticide Microbial Agent in or on
Food

OPP.2003-0048-0003 05-23-2001 Support-Background

OPP-2003-0048-0004 07-17-2002 Support-Background

. OPP-2003-0048-0006 02-14-2003 Support-Background

tofl : ) 2‘@2.’03 1120 AM




FEB 19 2009 |
Attached You Will Find an Index for YouDocket gff 2080070

TO VIEW THE CONTENTS OF YOUR DOCKET and DOWNLOAD ANY COMMENTS
RECEIVED,

LOG ONTO EDOCKET AT:
intranet epa.goviedocket

and do a “guick search” for docket - Mﬁcg%g’wfﬂ’b
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napii/smoky. iipne.cpa.govRightSite/dk_p...cket_callectionfACL=cd{&cld=0PP-2003-0020

OPP-2003-0020 Docket index

Legacy identifier: OPP-2002-0093 -

Title: Aspergifius flavus AF36; Notice of Filing a Pesticide Petition to Establish an Exemption from a
Tolerance for a Certain Pesticide Microbiai Agentin er on Food

Displaying 1- 5 of 5 Documents Found
Document 1D Date Tvpe Title
Aspergillus flavus AF36; Notice of Filing a Pesticide

y : : Petition to Establish an Exemption from a Telerance
OPP-2008-0020-0001 02-14-2003 Federal Register for a Certain Pesticide Microbial Agent in oron

Focd

OPP-2003-0020-0002 05-26-1999 Support-Background gigfggt‘:*:ns Fiavus AF36; Pesticides Tolerance

_ Aspergitius Flavus Af36; Extension of Temporary
OPP-2003-0020-0003 05-23-2001 Support-Background Exemption from the Requirement of a Tolerance

- Aspergilius Flavus Af36;, Amendment, Temporary
OPP-2003-0020-0004 07-17-2002 Support-Background exemption from the Requirement of a Tolerance

. . Aspergilius AF36 ai#006456; Pending Section 3
OPP-2003-0020-0005 12-23-2002 Support-Background geisiration Number 71693-R, Petition BE5001

| ol : 2119403 1:36 PM
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Conference Call with EPA Thursday, March 13", 2003 at 2:30 PM EST

The following ten individuals are potential participants in conference call from
outside EPA:

Dr. Phil Wakelyn, Senior Scientist, National Cotton Council, Washington, DG {1
/Dr. Michae! Braverman, Biopesticide Manager, IR-4, Rutgers University, New

Brunswick, NJ
i/Larry Antilla, Staff Director, Arizona Cotton Research and Protection Council,

Phoenix, AZ
/D, Peter J. Cotty, Research Plant Pathologist, USDA, ARS, SRRC, New

Orteans, LA
v Dr. Jane F. Robens, National Program Leader, USDA, ARS, Beltsville, MD

Jeff Nunley, Executive Vice President, South Texas Cotton and Grain

Association, Victoria, TX
v Craig Shook, Chairman of the Board, South Texas Cotton and Grain

Association, Victoria, TX
V/Ciyde Sharp, President, Arizona Cotton Growers Association, Phoenix Arizona

Hellis-Sullivan, Manager, Valley Cooperative Qil Mili, Harlingen, Texas
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*Internal deliberative information*
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PRECAUTIOMARY STATEMENTS
ZARG TO HUAN AMO DOMESTIC AMIMALS

CAUTION

Pokentia dertril senstzar. Frolohged or frearentty repested sk confac! may Cause @ietGic reartionr in swine ingricoals. Avoad broatinng dust
Aenid corrfact with Skir or dotiig  Wash thoreug by wir sosg and water atter frandling. Avoid comtact with eyes and skin. Sse AGRICULTURAL
USE DIRECTIOMS tor personal proteciion equlpren,

EHVIROMMENTAL HAZARDS
T tiot apply directty to waler, of ty anzas vihere the sirface waler § present or 49 intertidal areas holow the mean highiwater mark. Do ni
conknrmneds water ¥men drs.}cs ry of equiprkent wash water
AGRICULTURAL USE DIRECTIONS
Tha gestode shauld only be appiad wher e potenhat for dnlt 1o adiacent sensils areas {e . mededial aress, budes of water, kitea habitat
lor trealenad or endargered spates non-@rgetcrepshs manmat by e appied to mgaied cofton Baids
RE-ENTRY STATEMENT

o ngt erdnr o aitowr worker entry infe teated areas duang the resincled entry infervat {RE of 4 hours Parsanal protective sqefpreent raguired for
gty entry workers are Coverals, longsieoved sfret. long pants. waterproof gloves, stroes plus socks, deslimist fienng resperakor with
WSHAMIGSH anproval nermber prafi N5, P23, or BA04 or TS24 arioaders, laggers, Markers, af appecalons MUst wear fong skzeve shin,
Offg pants, sonks, shces, pleves, and & dustinst Bering ragprator wih WSHAINIGSH approvsl nomber prefic TC.210 or M85, P.85 or R65
Wast homuts beforg enting, donkeng, chiewing quit, wsing baton, of nsng the joist
GEHERAL USE PRECAUTICNS
Read ah labet girestons balore yainng Do ent aaply a3 2 sk msare with farfizers, insacticdes, or Amgeides.

STORAGE AHD DISPOSAL
DO NOT CONTAMINATE WATER FOOD. OR FEED BY BYORAGE OR DISPOSAL
STORAGE: Siore thry Do cot expose 10 retative hunndity greater than 80% prior o use. This procust comtaing a Bving organisnt fagt must be ativy
Dok Do ot slate andar exdrams conditons, Donotfreszs Do not expose to temparatores abevs 50° C {122° F) Keep prodoct ary
PESTICIDE DISPOSAL: Pumtrse ory tha quartiey ol pradict neaded and apply all prodiuct b tre croqr as seocifed mthe drections. Roltrn any
iusad matenal b manuiEcirer
CONTAHER DISPOSAL: Plastc Bags 158 ibs |- counpiately emply bag o appicaton sqifmbert. Then dsposi of emply 1ag i 4 sardacy

anghitar by moreratioh. of, f alkewed by Biaic and fozal antharfies. by rieng  iHarned, $ioy cot of spoke
we‘oma e/felEabis Bk Cofranars. Complelely amply contaner Do nef inse comaner. Retnm emply containtrs fo point of purehase

Semtmnans retpnad o the disinouior ae nel Yo be recyced for teodfaed use, o Yar drnidng water, behing, or other Rimaniarost uses.

ASPERGILLUS FLAVUS AF36
FOR USE ONLY IN THE STATES OF ARIZONA AND TEXAS
FOR-REDUGER-AFLATOXIN CONTAMINATION-OF.COTTONSEED
ASPERGILUS FLAVUS AF365 & siran of Aspergifrs Davurs thiat coours naturally on the cotion crop. When apphed jost prior to
first bizern, ASPERGILLUS FLAVUS AF38 compates Wil sirarrs of Aspergitos fSavus that produce fafge areunts ef afiatoxin

ani s 5o deling fmits tie amount of tese trgh aflatkean producars fat teacme assoriated wiftihe pep Thus-ASPERGILLUS.
FLAVUS AR36 -reduces e aranby ol afiatoim-sontamnatag tha oiop.

Asqivts ingredent: nsparg;rrru fhawrs shragt AFIB 3200 CRItey L L. o o L. DODOE%R
¥t s e:tat:, e e e e e e 2 HE.OQ02%
Tetat tE%E

KEEF GUT OF REAUH OF CHILOREN

STATENAENT OF PRACTICAL TREATIAENT [Fist Aid}
tF SWALLOWED: Tall a physicion or Porson Cantros Center Ornk 1oz 2 glasses of warer and ndice vomding by feuching back of trreal vith
boger if person s whoonamois, dr aot gve acyihing by meuth and do aot induce vom
IF OH SKIN' ‘Wask witt plenty of seap ord watsr, Get medicat aitanban 1 indtaben persrstr Frolonaed or frequentty repsinad s contact may
Couse pEErga rEanhTig i some ndyiduins
tF IRHALED. Remove victin to tresh air if rrd Jreatvng, give artfical sospiration Get medical afiearics
tF I EYES Fhush eyes wih plerty ofwater. Cifl a physinar stamtation parsisis

SZE SIDE PAMEL FOR ADDITICHAL PRECAUTIONARY STATEMENTS

ZPA Regstation Nirrbier 89224 Arfzora Tiatton Rescarch and Profeciion Coergt
EFA Estabhshmaent Nimber ¥ 1693-AZ-001 Phnenix, Auzona 85040

sy fabeto
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NET CONTENTS: 50 ibs, 1000-3000 {bs

Directians for Use
{tis a violation of Federal Law to use this praduct in a manner inconsistent with its {abeling.
For application 10 cotton to control aflatoxin producing strains of Aspergifius flavus.

ASPERGILLUS FLAVUS AF36 has been shown {o reduce aflatoxin contamination of coflonseed by competitively
excluding aflatoxin producing fungi from the developing crop. This product is a fiving fungus growing on sterife wheat
seed which serves as both a carrier and a nuirien] source. After application and once the seed has been exposed to
sufficient meisture {this usually occurs at irrigation) the fungus will grow out and {he seed will be covered wilh green
spores, The fungus growing olt will appear first as a while fuzz and then as a green fuzz. These green spores will then
be spread to lhe crop by wind and insects in the same manner {hat the afiatoxin producing fungi presentin the field’s soit
are spread.,

t. ASPERGILLUS FLAVUS AF36 may be applied through a cultivator mounted granular agplicator 1o the surface of the soif under the plant
canopy. 20 NOT COVER THE GRANULES WITH SOIL.

2. The applicator should be adjusted to optimize defivery of ASPERGILLUS FLAVYUS AF36 under the canopy and o minimize delivery of
ASPERGILLUS FLAVUS AF36 10 furmows.

3. ASPERGILLUS FLAVUS AF36 has been shown to be effective when applied in late May or early June, prior to first bloom. A single application
should be made during the last cullivation before bloom,

4. For best results, the crop should be futrow irigaled with af feast 2 inches of water within three days after applicafion of ASPERGILLUS FLAVUS

AF35,
5. Use 10 1bs of ASPERGILLUS FLAVUS AF36 per acre iper 13,000 tinear leet based on 40 inch rows).

Aerial Application: Product may be applied by air at the specified rate. As with ground application, cultivation alter
application may diminish efficacy.

WARRANTY STATEMENT
To the exten! permitted by State Law, user assumes all risks of use, storage, and handiing of this materia! not in stric!

"accordance with directions given herewith,
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m':“i”j'"' Kimberly Smith To: Shanaz Bacchus/DC/USERPA/UIS@ERPA
. N _ cet
@ 05/17/02 01:35 PM Subject: Confirmation of [RPAS) Docket #

This note is to confirm the docket number that was given to you on 5/15
If the Number is CORRECT, please DON'T respond

OPP-2002-0093

Kimberly Smith/ASRC

Task Order Manager

EPA Office of Pesticide Programs
Public Docket Manager

Phoner 703-305-6434
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UNITEQ STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460
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TOXIC SURSTANTES

OFFICE OF PESTICIDE PROGRAMS

PUBLIC RECORD CERTIFICATION

This is to certify that the materials assembled as the official public rulemaking record for the

Federal Register docket identified as OV~ 2008 - OO%IEB

(Insert Dwm Title)
ASW //&S ﬂ@UmS /}'ﬁﬁé /mpmﬁmpjfvm )47"’%/ 7%@ /@/é{/{/

haé been revzewcd by the Public Informatlon and Records Integnty Branch.

The information is complete, and has been assembled in an useable form to

support the document being published in the Federal Register.

Cross-Reference File: FF- vd’y /{/&Acﬂ of. F/ ng A %74&—0{?_ /Aﬁdwﬁlo
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: Integtty Branch (OPP Docket}

Intamat Addrass (URLY « Dittp/fwww opa.gov
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Shanaz Bacchus To: Gail Tomimatsu/DC/USEPASUS, John Kough/DC/USEPAMS,
c¢: Phil Hutton/DC/USEPA/US

03/20/02 08:35 Al got Phif Hutton/DC/USERA!

Subject: RE: AF36 progress/EUP TX

Some answers re TX
Shawn
~~~~~ Forwarded by Shanaz Bacchus/DC/MUSEPA/US on 03/20/02 08:35 AM -

Mike Braverman To: Shanaz Bacchus/DC/USEPA/US@EPA
< braverman@AESDP. cc:
RUTGERS.EDU> Subjest: RE: AF386 progress

03/19/02 07:04 PM

Shanaz

I have pasted Peter's responses which follow the numbered questions from our
last discussion below. I would have to consult with him about potential
submigsion dates for the avian and mammalian study. I have the Bee study,
and beleive the avian is complete, but is awaiting the completed reports.
The mammalian is still being done so I don't wan't to speculate on that. I
¢ould send the bee study in a few weeks. I would guess the avian study could
be submitted in a month or so bhut Peter would be a better judge of that. In
addition, I have other packages that I am working on.

Hope these answers of Peter's help.
The following are my responses to the inquiry from EPA.

1. Are the cultural or environmental conditions in AZ and TX similar enough
so
that you are sure that infection will cccur at the same time.

The time of infection differs among fields and between years in Arizona and
we expect this to be the same in Texas. The industry has given us an
extensive database concerning the incidences of toxin in the cottonseed crop
in South Texas and there are several aspects that are similar to what we see
in Arizona. The important element for success of our strategy is that the
A. flavus community dec¢lines during the winter months and increases rapidly
during the warm months This is similar to what we see in Arizona.

2. Are the so0il conditions similar enough between AZ and TX such that there
is

similar prevelance of aflatoxin producing organisms in TX.

The soils vary considerably throughout Arizona and South Texas. However,
areas with high aflatoxin contamination in the two areas have in common a
high prevalence of the high aflatoxin producing 5 strain of A. flavus. This
surprised ug because the S strain was initially described from Arizona.
However, in portions of South Texas the 5 strain is just as commeon as in the
areas of Arizona with the highest incidences of § strain. A major goal of
treatments is to displace the highly toxigenic § strain isolates.

.3. In Texas, what is the proximity of cotton to other crops that would bhe
treated with AF36 and is there any risk-host range associated with the
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application. I pointed ocut there are other crops that would benefit such as
COXM.

The primary crop rotation in the treatment areas is cotton-corn-sorghum.
All these crops have been grown in the treatment areas of arizona over the
past three years. There are high quantities of A. flavus throughout the
environment in agricultural fields of South Texas. The A. flavus strain
proposed for use is native throughout the area. Thus the crops are
continually expesed to A. flavus already.

4. Repeated the requests for TX county maps.

We are working with the South Texas Boll Weevil Bradication Foundation to
develop the requested maps. We anticipate that these should be completed
prior to treatment. I have forwarded your concern to the involved parties.

5. Are any endangered species present in the TX counties.

I am certain there must be some endangered species. We do not have details
on this aspect. However, the same rational as that used in Arizona applies.
A. flavus occures at high levels throughout the area and thus species are
already exposed to significant levels of A. flavus. Aflatoxin producers are
common on crops and in scils throughout the area. Displacement of the
aflatoxin producers with a strain that does not preoduce aflatoxins should
provide a benefit to endangered species. The atoxigenic strain already is
common throughout the proposed treatment area. Toxicity studies in insects,
mammals, and birds suggest there is nc pathogenicity or toxicity concern.

6. Can you differentiate between L and § strains in the soil as per letter
of Dec 14 , 1999.

Yes. This is done routinely as it has been done during the Experimental
Program in Arizona.

7. What's the status of the tox work that is going on.

e have completed the Bee, Avian pulmeonary and Mammalian pulmeonary studies
requested by EPA. The results suggest there are no pathogenicity or
toxicity problems with Aspergillus flavus AF38. We are waiting for the
formal reports from the toxicology laboratory. We anticipate meeting with
EPA in the next few months to review the results and discuss the section 3
reglstration for Arizona.

I hope these responses are sufficient. I leave for Texas around 3 PM and
will meet with some of our industry partners over the next week as we take
soil samples throughout the Scuth Texas production areas.

We all greatly appreciate the continved assistance of yourself and IR-4.

Sincerely,
--Peter.

Peter J. Cotty, Ph.D.

rResearch Plant Pathologist
Southern Regional Research Center
Bgricultural Research Service
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Federal Register Document

Related Material
& Other Related Documents

[Federal Register: June 30, 1999 (Volume 64, Number 125)] [Rules and
Regulations] {Page 35049-35051] From the Federal Register
Online via GPO Access [wais.access.gpo.gov) {DOCID: £r303n99-27]
ENVIRONMENTAL PROTECTION AGENCY 40 CPFR Part 180 [OPP-300860A; FRL-6087-3]
Aspergillus flavug AF36; Exemption from Temporary Tolerance, Technical
Amendmant AGENCY: Environmental Protection Agency (EPA). ACTION: Final
rule; Technical amendment.

SUMMARY: EPA is igsuing a technical amendment to the expiration date for an
exemption from temporary tolerance ragulation for Agpergillus flavus AF3& that
published in the Pedaral Register on May 26, 1599 (64 FR 28371) (FRL-60B1l-2).
This amendment corrects the expiration date for the exemption from temporary
tolerance for residues of the atoxigenic Aspergillus flavus AF36 on cotton
grown in certain Counties in Arisona to December 30, 2001, inn order to allow
clearance of the treated food/ feed commodities through the channels of
trade.

DATES: This regulation is effective June 30, 1999. You may submit an cobjection
[[Page 350450]] or request a hearing as specified in Unit IV. of the

" "SUPPLEMENTARY INFORMATION'' gection of this document. Any ocbhjection or
hearing request must identify docket control number [OPP-300860A], and must be
received by the EPA Hearing Clerk on or before August 30, 139%9. FOR FURTHER
INFORMATION CONTACT: By mail: Shanaz Bacchus, Biopesticides and Pollution
Prevention Division (7511C), Office of Pesticide Programs, U.S. Environmental
Protection Agency, 401 M St., 5W., Wasbington, DC 20460; telephone number:
703-308-8097; e-mail addreas: bacchus.shanaz®epa.gov.

SUPPLEMENTARY INFORMATION: I. Does this Action Apply to Me? You may be
affected by this action if you are a cotton producer in certain counties of
Arizona (NAICS 11192). If you have any questions regarding the appligcability
of this action to a particular entity, consult the person listed in the ~““FOR
FURTHER INFORMATION CONTACT'‘ section.

I¥. How Can I Get Additional Information, Including Copies of this Document
and Other Related Documents? 1. ZElectronlcally. <You may obtain
electronic copies of this document and various support documents from the EPA
Internet Home Page at http://www.epa.gov/. On the Home Page select "“Lawa and
Regulationg'' and then look up the entry for this document under the ““Federal
Register - Environmental Documents.'' You can also go directly to the
""Federal Register'®' listings at http://www.epa.gov/ fedrgstr/. 2. In
person. The Agency has established an official record for this action under
docket control number [OPP-300860A)}. The official record consists of the
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documents specifically referenced in this action, any public comments received
during an applicahle comment psriod, and other information related te this
action, including any information claimed as confidential business information
{CBI). This official record includes the documente that are physically located
in tbe docket, as well as the documents that are referenced in those
documents. The public version of the official record does not include any
information claimed as CBI. The public version of the official record, which
ineludes printed, paper versions of any elactronic comments submitted during
an applicable comment peried, is available for inspection in the Public
Information and Recoxrds Integrity Branch (PIRIB), Em. 11%, Crystal Mall #2,
1921 Jefferson Davis Highway, Arlington, VA, from 8:30 a.m. to 4 p.m., Monday
through Friday. excluding legal holidays. The PIRIB telephone number is
703-305-5805.

III. What Does this Technical Corxrection Do? Thig technical correction
amends the expiration date for an exemption from temporary telerance for
residues of atoxigenic Aspergillus flavus AF36 on cotton in Arizona treated in
accordance with the Experimental Use Permit 6§9224-EUP-1. This temporary
exemption from a tolerance was eastablished on May 26, 1%9%% (54 FR 28371)
{(FRL-6081-2) in responge to a petition submitted by the Interrsgional Research
Project Number 4 (IR-4). Specifically, IR-4 requested an exemption from
temporary tolerance for residuea of Aspergillus flavus AF36 on cotton in
certaln counties in Arizona as specified in the Experimental Use Permit
£§9224-EUP -1 under the Federal Food, Drug and Cosmetic Act (FFDCA), as amended
by the Food Quality Protection Act of 1%%6 (FQPA). The Notice of Petition
appeared in the Federal Register on February 1%, 1535 (64 ¥R 8358)
{(FRL-6057-3) . At the time of the petition, as presented in the notice of
petition as published on February 1%, 1999, TR-4 specifically requested that
the exemption from temporary tolerances be establiphed for residues of this
microbial pesticide until December 30, 2001, to alleow the treated cotton te
clear the channels of trade. (See 64 FR 8358, at 8358). Inadvertently, the
expiration date appeared as December 30, 2000 in the May 26, 139%9 £inal rule.
However, in granting the request contained in the petition, the Agency
intended to grant the expiration date specifically requested by IR-4. This
document corrects the expilration date that appears in the May 26, 1999 final
rule, by changing December 30, 2000 to December 30, 2001 in the regulation.
This correction to the exemption from a temporary tolerance is subject to the
objection procedures in FPDCA section 408(g) (2) and 40 CF® part 178.

IV. Why Is this Technical Correction Issued as a Final Rule? EPA is
publishing this action as a final rule without prior notice and opportunity to
comment because the Agency believes that providing notice and an opportunity
to comment is unnecessary and would be contrary to the public interest. As
explained above, the correction ceontained in this action will simply ceorrect
the expiration date for the exemption from temporary tolerances established
for residues of thig mlcrcocbial pesticide to allow the treated cotton to clear
the channels of trade. EPA therefore finds that there im ““good cause'' under
section 553 (b) (3) {(B) of the Administrative Procedure Act (APR) (5 U.8.C.
553(b) (3} {B}) to make this amendment without prior rotice and comment. For the
game reagons, EPA also finds that there is ~““good cause®® under FFDCA smection
408 (e) (2) to make this minor modification to the exemption from tolerance
without neotice and comment.

V. Do Any of the Regulatory Assessment Requirements Apply to this Action?

No. This final rule does not impose any new requirements. It only implements a
technical correction to the Code of Federal Regulations (CFR). A# such, this
action deoes not require review by the Office of Management and Budget (OMB)
under Executive Order 12866, entitled Regulatoery Planning and Review (58 FR
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51735, October 4, 1993), the Paperwork Reduction Act {(PRA), 44 U.8.C. 3501 et
seq,, or Executive Oxrder 13045, entitled Protection of Children from
Environmental Health Risks and Safety Risks {62 ¥R 19885, April 23, 1%%7).
This action does not impose any enforceable duty, contain any unfunded
mandate, or impose any sgignificant or unigue impact on small governments asg
degcribed in the Unfunded Mandates Reform Act of 1995 (UMRA) (Public Law
104-4}. Nor does it reguire prior consultation with State, leocal, and tribal
government officials as specified by Executive Order 12875, entitled Enhancing
the Intergovernmental Partnership (58 FR 5809%3, October 28, 19%3}) and
Executive Order 13084, entitled Comsultation and Ceoordination with Indian
Tribal Governments (63 FR 27655, May 19,1998}, or gpecial consideration of
environrmental justice related isgues under Executive Order 12898, entitied
Federal Actions te Address Environmental Justice in Minority Populations and
Low-Income Populations (5% FR 7629, February 16, 19%54). This action dees not
invelve any technical standards that would require Agency consideration of
voluntary consensug standardsg pursuant to gection 12{d) of the Natiomal
Technology Transfer and Advancement Act of 1995 (NTTAA}, Public Law 104-113,
gsection 12{d) (15 ¥.8.C. 272 note). In addition, since this action is not
subject to notice-and-comment requirements under the Administrative Procedure
Act (APA)} or any other statute, it is not subject to the regulatoxy
flexibility provisions of the Regulateory Flexikility Act (RFA) (5 U.S.C, 601
et seq.). EPA's compliance with these statutes and Executive Orders for
the May 26, {({Page 35051]] 15599 final rule, which establighed the
exenmption from temporary tolerance for residuea of the atoxigenic Aspergillus
flavas AF3J6 on cotton grown in certain Countles in Arizona, is discusaed in
the preamhle for the final rule {64 FR 28371, at 28373).

VI. Will EPA Submit thie Final Rule to Congress and the Comptroller General?
Yes. The Congressicnal Review Act, 5 U.S5.C. 801 et seq., as added by the Small
Businesa Regulatory Enforcement Fairness Act of 1996, generally provides that
before a rule may take asffect, the agency promulgating the rule must submit a
rule report, which includea a copy ¢f the rule, toc each Housge of the Congress
and to the Comptroller General of the United States. EPA will submit a report
containing this rule and other required information to the U.S, Senate, the
U.S. House of Represgentatives, and the Comptroller General of the United
States prior to publication of the rule in the Federal Register. Thiz ias not a

““major rule'' as defined by 5 U.S8.C. 804(2}. List of Subjects in 40 CFR
Fart 180 Environmental Protection, Adminigtrative Practice and Procedure,
Agricultural Commodities, Pesticides and Pests, Reporting and Recordkeeping
Requirements. Pated: June 10, 199%9. Kathleen D. Enox, Acting
Director, Biopesticides and Pollutiom Prevention Division, Office of Peaticide
Programs. Therefore, 40 CFR chapter 1 isg amended as follows: PART

180-~~ [AMENDED] 1. The guthority citation for part 180 continues to read
as follows: Authority: 21 U.S5.C. 321(g}, 346{(a) and 371. Sec. 180.1206
{Ameanded} 2. Section 180.1206 1is amended by reviaming the date in the laszst
gentence therein to read ~“December 30, 2001'*. {FR Poc. 99-16546 Flled

6-29-99; B:45 am] BILLING CORE 6560-50-F
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[Federal Register: March 25, 2002 (Volume 67, Number 57)]

[Notices]

[Page 13628-13630]

>From the Federal Register Online via GPO Access [wais.access.gpo.gov]
[DOCID: 12 5mr02-61}

ENVIRONMENTAL PROTECTION AGENCY
[PE-1076; FRL-6827-8}

Notice of Filing 4 Pesticide Petition to Amend An Existing Tolerance for a Certain Microbial
Pesticide Chemical in or on Food

AGENCY': Environmental Protection Agency (EPA).
ACTION: Notice.

' SUMMARY: This notice announces the amendment of a pesticide petition proposing the

revision of regulations for residues of a certain pesticide chemical in or on various food
commodities,

DATES: Comments, identified by docket control number PF-1076, must be received on or
before April 24, 2002.

ADDRESSES: Comments may be submitted by mail, electronically, or in person, Please follow
the detailed instructions for each method as provided in Unit I.C. of the SUPPLEMENTARY
INFORMATION. To ensure

[{Page 136297}

proper receipt by EPA, it is imperative that you identify docket control number PF-1076 in the
subject line on the first page of your response,

FOR FURTHER INFORMATION CONTACT: By mail: Shanaz Bacchus,Biopesticides and
Pollution Prevention Division (7511C), Office of Pesticide Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW., Washington, DC 20460; telephone number: (703)
30R8-8097; e-mail address:

HREF="mailto:bacchus.shanaz@epa.gov">bacchus.shanaz{@epa. gov</A>,

SUPPLEMENTARY INFORMATION:

1. General Information
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A. Does this Action Apply to Me?

You may be affected by this action if you are an agricultural producer, food manufacturer or
pesticide manufacturer, Potentially affected categories and entities may include, but are not
limited to:

Examples of
Categories NAICS codes potentially
affected entities

Industry 111 Crop production
112 Animal production
311 Food manufacturing
32532 Pesticide
manufacturing

This listing is not intended to be exhaustive, but rather provides a guide for readers regarding
entities likely to be affected by this action. Other types of entities not listed in the table could
also be affected. The North American Industrial Classification System (NAICS) codes have been
provided to assist you and others in determining whether or not this action might apply to certain
entities. If you have questions regarding the applicability of this action to a particular entity,
consult the person listed under FOR FURTHER INFORMATION CONTACT.

B. How Can I Get Additional Information, Including Copies of this Document and Other Related
Documents?

1. Electronically. You may obtain electronic copies of this document, and certain other related
documents that might be available electronically, from the EPA Intemet Home Page at <A
HREF="http://www.epa.gov/">http://www.epa.gov/</A>. To access this document, on the
Home Page select 'Laws and Regulations” and then look up the entry for this document under
the “*Federal Register--Environmental Documents.” You can also go directly to the Federal
Register listings at <A
HREF="http://www.epa.gov/fedrgstr/">http://www.epa.gov/fedrgstr/</A>.

2. In person. The Agency has established an official record for this action under docket control
number PF-1076. The official record consists of the documents specifically referenced in this
action, any public comments received during an applicable comment pertod, and other
information related to this action, including any information claimed as Confidential Business
Information (CBI). This official record includes the documents that are physically located in the
docket, as well as the documents that are referenced in those documents. The public version of
the official record does not include any information claimed as CBI. The public version of the
official record, which includes printed, paper versions of any electronic comments submitted
during an applicable comment period, is available for inspection in the Public Information and
Records Integrity Branch (PIRIB), Rm. 119, Crystal Mall #2, 1921 Jefferson Davis Hwy.,
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Arlington, VA, from 8:30 a.m. to 4 p.m., Monday through Friday, excluding legal holidays. The
PIRIB telephone number is (703) 305-5805.

C. How and to Whom Do I Submit Comments?

You may submit comments through the mail, in person, or electronically. To ensure proper
receipt by EPA, it is imperative that you identify docket control number PF-1076 in the subject
line on the first page of your response.

1. By mail. Submit your comments to: Public Information and Records Integrity Branch
(PIRIB), Information Resources and Services Division (7502C), Office of Pesticide Programs
(OPP), Environmental Protection Agency, 1200 Pennsylvania Ave,, NW., Washington, DC
20460,

2. In person or by courier. Deliver your comments to: Public Information and Records
Integrity Branch (PIRIB), Information Resources and Services Division (7502C), Office of
Pesticide Programs (OPP), Environmental Protection Agency, Rm. 119, Crystal Mall #2, 1921
Jefferson Davis Hwy., Arlington, VA. The PIRIB is open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal holidays. The PIRIB telephone number is (703) 305-5803.

3. Electronically. You may submit your comments electronically by e-mail to: <A
HREF="mailto:opp-docket@epa.gov’>opp-docket@epa.gov</A>, or you can submit a computer
disk as described above. Do not submit any information electronically that you consider to be
CBI. Avoid the use of special characters and any form of encryption. Electronic submissions will
be accepted in WordPerfect 6.1/8.0 or ASCII file format. All comments in electronic form must
be identified by docket control number PF-1076. Electronic comments may also be filed online
at many Federal Depository Libraries.

D. How Should I Handle CBI That I Want to Submit to the Agency?

Do not submit any information electronically that you consider to be CBIL. You may claim
information that you submit to EPA in response to this document as CBI by marking any part or
al] of that information as CBI. Information so marked will not be disclosed except in accordance
with procedures set forth in 40 CFR part 2. In addition to one complete version of the comment
that includes any information claimed as CBI, a copy of the comment that does not contain the
information claimed as CBI must be submitted for inclusion in the public version of the official
record. Information not marked confidential will be included in the public version of the official
record without prior notice. If you have any questions about CBI or the procedures for claiming
CRBI, please consult the person identified under FOR FURTHER INFORMATION CONTACT.

E. What Shouid I Consider as I Prepare My Comments for EPA?

You may find the following suggestions helpful for preparing your comments:
1. Explain your views as clearly as possible.
2. Describe any assumptions that you used.
3. Provide copies of any technical information and/or data you used
that support your views.
4. If you estimate potential burden or costs, explain how you
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arrived at the estimate that youprovide.

5. Provide specific examples to illustrate your concerns.

6. Make sure to submit your comments by the deadline in this notice.

7. To ensure proper receipt by EPA, be sure to identify the docket control number assigned to
this action in the subject line on the first page of your response. You may also provide the name,
date, and Federal Register citation.

II. What Action is the Agency Taking?

EPA has received an amended pesticide petition as follows proposing the establishment and/or
amendment of regulations for residues of a certain pesticide microbial in or on various food
commoadities under section 408 of the Federal Food, Drug, and Cosmetic Act (FFDCA), 21
1).5.C. 346a. EPA has determined that this petition contains

[[Page 13630]]

data or information regarding the elements set forth in section 408(d)(2); however, EPA has not
fully evaluated the sufficiency of the submitted data at this time or whether the data support
granting of the petition. Additional data may be needed before EPA rules on the petition.

List of Subjects

Environmental protection, Agricultural commadities, Feed additives, Food additives,
Pesticides and pests, Reporting and recordkeeping requirements.

Dated:March 14, 2002.
Janet L. Andersen,
Director, Biopesticides and Pollution Prevention Division, Office of Pesticide Programs.

Summary of Petition

The petitioner summary of the pesticide petition is printed below as required by section
408(d)3) of the FFDCA. The suramary of the petition was prepared by the petitioner and
represents the view of the petitioner. The petition summary announces the availability of a
description of the analytical methods available to EPA for the detection and measurement of the
pesticide chemical residues or an explanation of why no such method is needed.

Interregional Research Project Number 4
PP 5E4575

EPA has received an amended pesticide petition PP SE4575 from Interregional Research
Project Number 4 (IR-4), proposing pursuant to section 408(d) of the Federal Food, Drug, and

Cosmetic Act (FFDCA), 21 U.8.C. 346a(d), to amend 40 CFR 180.1206 to extend the temporary
exemption from tolerance for residues of the non-aflatoxin-producing microbial pesticide
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[Federal Register: May 23, 2001 (Volume 66, Number 100)]

{Rules and Regulations]

[Page 28383-28386]

>From the Federal Register Online via GPO Access [wais.access.gpo.gov]
[(DOCID:fr23my01-13]

ENVIRONMENTAL PROTECTION AGENCY

40 CFR Part 180

[OPP-301124; FRL-6781-7]

RIN 2070-AB78

Aspergillus flavus AF36; Extension of Temporary Exemption From the Requirement of a
Tolerance

AGENCY: Environmental Protection Agency (EPA).

ACTION: Final rule.

SUMMARY: This regulation extends a temporary exemption from the requirement of & tolerance
for residues of the biological Aspergillus flavus AF36, (A. flavus) a non-aflatoxin producing strain
of A. flavus, on cotton when applied or used as aerial pre-bloom applications to cotton in
specified counties of Arizona. The Interregional Research Project Number 4 (1R-4), New Jersey
Agricultural Experiment Station, Technology Center of New Jersey, Rutgers University, 681 U.S.
Highway #1 South, North Brunswick, NJ 08902-3390, submitted an amended petition

to EPA under the Federal Food, Drug, and Cosmetic Act, as amended by the Food Quality
Protection Act of 1996 requesting the temporary exemption. This regulation eliminates the need
to establish a maximum permissible level for residues of Aspergillus flavus AF36. The temporary
tolerance exemption will expire on December 30, 2003,

DATES: This regulation is effective May 23, 2001. Objections and requests for hearings,
identified by docket control number OPP-301124, must be received by EPA on or before July 23,
2001,

ADDRESSES; Written objections and hearing requests may be submitted by mail, in person, or
by courier. Please follow the detailed instructions for each method as provided in Unit Ii1. of the
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mean that ""there is a reasonable certainty that no harm will result from aggregate exposure to the
pesticide chemical residue, including all anticipated dietary exposures and ail other exposures for
which there is reliable information." This includes exposure through drinking water and in
residential settings, but does not include occupational exposure. Section 408(b){2)(C) requires
EPA to give special consideration to exposure of infants and children to the pesticide chemical
residue in establishing a tolerance and to "' ensure that there is a reasonable certainty that no harm
will result to infants and children from aggregate exposure to the pesticide chemical residue...."
Additionally, section 408(b)(2)(D) requires that the Agency consider ""available information
concerning the cumulative effects of a particular pesticide's residues and ~"other substances

that have a common mechanism of toxicity."

EPA performs a number of analyses to determine the risks from aggregate exposure to
pesticide residues. First, EPA determines the toxicity of pesticides. Second, EPA examines
exposure to the pesticide through food, drinking water, and through other exposures that occur as
a result of pesticide use in residential settings.

The fungal agent is applied prebloom to the soil of treated cotton fields. When conditions are
appropriate, the AF 36 spores land on the cotton plant and germinate to displace the naturally
oceurring toxigenic strain. No adverse effects were reported in the annual reports which the
registrant submitted as required in the EUP,

This extension of the exemption from the requirement of a temporary tolerance is associated
with an extension of an Experimental Use Permit (EUP, EPA Reg. No. 69224-EUP-1). This
extension of the EUP will allow aerial application of A. flavus AF36 in the following counties of
Arizona: Yuma (3,300 acres), Maricopa (13,150 acres), Mohave (1,700 acres) and Pinal (1,850
acres). This final rule extends the temporary exemption from a tolerance for residues of
Aspergillus flavus AF36 on cotton until December 30, 2003.

Of the strains of A. flavus found naturally in Arizona, this atoxigenic strain comprises about
15% of the natural microbial population in the soil, as opposed to the predominant S or toxigenic
§ strain.

Summaries of the toxicological profile and other relevant manufacturing and health effects data,
to comply with the guideline requirements of the Food Quality Protection Act of 1996, were
reported in the Federal Register publication of the final rule of May 26, 1999, extending the
temporary tolerance exemption. Based on the previously submitted data outlined in the final rule,
there is a reasonable certainty that no harm will result from aggregate exposure to the U.S.
population, including infants and children, to A, flavus AF36 from the limited use pattern of this
experimental use permit, This includes all anticipated dietary exposures and all other exposures
for which there is reliable information.

The Agency continues to require that the pesticide must not be applied within a boundary of
400 feet of residential areas, schools, daycare and health care facilities and hospitals to minimize
exposure to human adults, infants and children.

Data have been submitted to demonstrate that this strain excludes the aflatoxin-producing
strain when it is applied prior to flowering. Thus, the proposed use is not likely to result in
appreciable increases in the long-term population of A. flavus on the crop beyond naturally
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HREF="http://www.epa.gov/">http.//www.epa.gov/</A>. To access this document, on the
Home Page select " Laws and Regulations," "‘Regulations and Proposed Rules," and then look up
the

entry for this document under the " Federal Register--Environmental Documents.” You can also
go directly to the Federal Register listings at <A HREF="http://www.epa.gov/fedrgstr/
">http:.//www.epa.gov/fedrgstr/</A>. A frequently updated electronic version of 40 CFR part 180
is avatlable at <A
HREF="http://www.access.gpo.gov/nara/cfi/cfrhtm!_180/Title_40/40cfr180_00 html">http://ww
W,aCCess. gpo.gov/ nara/cfricfrhtml__k80!Title_40f400fr1SO_OO.htmlcf A>, a beta site currently
under development.

2. In person. The Agency has established an officia record for this action under docket control
number OPP-301124. The official record consists of the documents specifically referenced in this
action, and other information related to this action, including any information claimed as
Confidential Business Information (CBI). This official record includes the documents that are
physically located in the docket, as well as the documents that are referenced in those documents.
The public version of the official record does not include any information claimed as CBL. The
public version of the official record, which includes printed, paper versions of any electronic
comments submitted during an applicable comment period is available for inspection in the Public
Information and Records Integrity Branch (PIRIB), Rm. 119, Crystal Mall #2, 1921 Jefferson
Davis Hwy., Arlington, VA, from 8:30 a.m. to 4 p.m., Monday through Friday,
excluding legal holidays. The PIRIB telephone number is (703) 305-5805,

I1. Background and Statutory Findings

In the Federal Register of May 26, 1999 (64 FR 28371) (FRL-6081-2), EPA issued a final rule
pursuant to section 408 of the Federal Food, Drug, and Cosmetic Act (FFDCA), 21 U.S.C. 3463,
as amended by the Food Quality Protection Act of 1996 (FQPA) (Public Law 104-170)
establishing a temporary exemption from the requirement of a tolerance for residues of A. flavus
AF36 on cotton grown in 5 counties in Arizona (40 CFR 180.1206). This final rule included a
summary of the Agency's assessment of the health effects data submitted in support of the
extension of the temporary tolerance exemption. The temporary exemption from tolerance was
extended until December 2001 (64 FR 35049, June 30, 1999) (FRL-6087-3) to allow for passage
of the treated commodities through the channels of trade.

Comments submitted to the Agency regarding the use of this competitive fungal agent were by
the cotton growers in the region who were all in favor of the extension of the exemption from the
temporary tolerance. Both the toxigenic and atoxigenic strains are naturally occurring in Arizona,
The growers were of the opinion that this technology is likely to reduce the high levels of the
naturally occurring, toxin-producing strain of A. flavus by displacement. No adverse effects were
reported in the yearly annual reports of the Experimental Use Permit, and in some instances
aflatoxin levels of cotton seed were reduced in treated cotton.

New section 408(c)(2)(A)(i) of the FFDCA ailows EPA to establish an exemption from the

requirement for a tolerance (the legal limit for a pesticide chemical residue in or on a food) only if
EPA determines that the exemption is 'safe." Section 408(c)(2)(A)(ii) defines " safe” to
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occurring levels.

[[Page 28385]}

Furthermore, there is no expectation of cumulative effects with other pesticides, because this is
the only registered experimental microbe in this genus.

As in the earlier EUP, the Agency requires that applicators and other handlers must wear
gloves, a dust/mist filtering respirator with NIOSH approval prefix N-95, R-95 or P-95, long
sleeved shirt and long pants, and shoes pius socks to mitigate potential worker exposure.

The Food and Drug administration (FDA) regulates the levels of aflatoxin in cotton seed meal
and other commodities associated with the production of cotton. Treated cotion and its by
products are screened for aflatoxin prior to introduction into the channels of commerce. FDA
does not allow cottonseed products containing aflatoxin at 20 parts per billion (ppb) or higher to
be used in dairy rations. FDA regulations also do not allow cottonseed products containing
aflatoxin above 300 ppb to be used for feeding beef cattle.

C. Codex Maximunt Residue Level

An exemption from temporary tolerance for residues of A. flavus isolate AF36 on cotton (40
CFR 180.1206) is currently in effect in conjunction with an Experimental Use Permit (61 FR
30235, June 14, 1996, and extended to expire in December 20601) (FRL-5377-6).

II1. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as amended by the FQPA, any person may file an
objection to any aspect of this regulation and may also request a hearing on those objections. The
EPA procedural regulations which govern the submission of objections and requests for hearings
appear in 40 CFR part 178. Although the procedures in those regulations require some
modification to reflect the amendments made to the FFDCA by the FQPA of 1996, EPA will
continue to use those procedures, with appropriate adjustments, until the necessary modifications
can be made. The new section 408(g) provides essentially the same process for persons to
“object" to a regulation for an exemption from the requirement of a tolerance issued by EPA
under new section 408(d), as was provided in the old FFDCA sections 408 and 409. However,
the period for filing obiections is now 60 days, rather than 30 days.

A. What Do I Need to Do to File an Objection or Request a Hearing?

You must file your objection or request a hearing on this regulation in accordance with the
instructions provided in this unit and in 40 CFR part 178. To ensure proper receipt by EPA, you
must identify docket control number OPP-301124 in the subject line on the first page of your
submission. All requests must be in writing, and must be mailed or delivered to the Hearing Clerk
on or before july 23, 2001.

1. Filing the request. Your objection must specify the specific provisions in the regulation that
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SUPPLEMENTARY INFORMATION. To ensure proper receipt by EPA, your objections and
hearing requests must identify docket control number OPP-301124 in thie subject line on the first
page of your response.

FOR FURTHER INFORMATION CONTACT: By mail: Shanaz Bacchus, ¢/o Product Manager
(PM) 90, Biopesticides and Pollution Prevention Division (751 1C), Environmental Protection
Agency, 1200 Pennsylvania Ave., NW., Washington, DC 20460, telephone number:
703-308-8097; and e-mail address: <A HREF="mailto:bacchus.shanaz@epa.gov
">bacchus.shanaz{@epa.gov</A>.

SUPPLEMENTARY INFORMATION:
[. General Information
A. Does this Action Apply to Me?
You may be affected by this action if you are an agricultural producer, food manufacturer, or

pesticide manufacturer. Potentially affected categories and entities may include, but are not
limited to:

Examples of Potentially
Categories NAICS  Affected Entities

[ndustry 111 Crop production
112 Animal production
311 Food manufacturing
32532 Pesticide manufacturing

This listing is not intended to be exhaustive, but rather provides a guide for readers regarding
entities likely to be affected by this action. Other types of

[[Page 28384]]

entities not listed in the table could also be affected. The North American Industrial Classification
System {(NAICS) codes have been provided to assist you and others in determining whether or not
this action might apply to certain entities. If you have questions regarding

the applicability of this action to a particular entity, consult the person listed under FOR
FURTHER INFORMATION CONTACT.

B. How Can I Get Additional Information, Including Copies of this Documenrt and Other Related
Documents?

1. Electronically. You may obtain electronic copies of this document, and certain other related
documents that might be available electronically, from the EPA Internet Home Page at <A

52




b

you object to, and the grounds for the objections (40 CFR 178.25). If a hearing is requested, the
objections must include a statement of the factual issues(s) on which a hearing is requested, the
requestos's contentions on such issues, and a summary of any evidence relied upon by the objector
(40 CFR 178.27). Information submitted in connection with an objection or hearing

request may be claimed confidential by marking any part or all of that information as CBL
Information so marked will not be disclosed except in accordance with procedures set forth in 40
CFR part 2. A copy of the information that does not contain CBI must be submitted for inclusion
in the public record. Information not marked confidential may be disclosed publicly by EPA
without prios notice,

Mail your written request to: Office of the Hearing Clerk (1900), Environmental Protection
Agency, 1200 Pennsylvania Ave., NW., Washington, [3C 20460. You may also deliver your
request to the Office of the Hearing Clerk in Rm, C400, Waterside Mall, 401 M St., SW,,
Washington, DC 20460. The Office of the Hearing Clerk is open from 8 a.m. to 4 p.m., Monday
through Friday, excluding legal holidays. The telephone number for the Office of the Hearing
Clerk is (202) 260-4865.

2. Tolerance fee payment. If you file an objection or request a hearing, you must also pay the
fee prescribed by 40 CFR 180.33(i) or request a waiver of that fee pursuant to 40 CFR
180.33(m). You must mail the fee to: EPA Headquarters Accounting Operations Branch, Office
of Pesticide Programs, P.O. Box 360277M, Pittsburgh, PA 15251. Please identify the fee
submission by labeling it ' Tolerance Petition Fees.”

EPA is authorized to waive any fee requirement’ when in the judgement of the Administrator
such a waiver or refund is equitable and not contrary to the purpose of this subsection." For
additional information regarding the waiver of these fees, you may contact James Tompkins by
phone at (703) 305-5697, by e-mail at <A
HREF="mailto:tompkins jim@epa.gov">tompkins. jim@epa.gov</A>, or by mailing a request for
information to Mr. Tompkins at Registration Division (7505C}, Office of Pesticide Programs,
Environmental Protection Agency, 1200 Pennsylvania Ave., NW., Washington, DC 20460,

If you would like to request a waiver of the tolerance objection fees, you must mail your
request for such a waiver to: James Hollins, Information Resources and Services Division
(7502C), Office of Pesticide Programs, Environmental Protection Agency, 1200 Pennsylvania
Ave,, NW., Washington, DC 20460.

3. Copies for the Docket. In addition to filing an objection or hearing request with the Hearing
Clerk as described in Unit VIIL. A, you should aiso send a copy of your request to the PIRIB for
its inclusion in the official record that is described in Unit 1.B.2. Mail your copies, identified by
docket control number OPP-301124, to: Public Information and Records Integrity Branch,
Information Resources and Services Division {7502C), Office of Pesticide Programs,
Environmental Protection Agency, 1200 Pennsylvania Ave., NW., Washington, DC 20460.

In person or by courier, bring a copy to the location of the PIRIB described in Unit I.B.2. You
may also send an electronic copy of your request via e-mail to: <A
HREF="mailto:opp-docket@epa.gov">opp-docket@epa.gov</A>. Please use an ASCII file
format and avoid the use of special characters and any form of encryption. Copies of electronic
objections and hearing requests will also be accepted on disks in WordPerfect 6.1/8.0 or ASCII
file format. Do not include any CBI in your electronic copy. You may also submit an electronic
copy of your request at many Federal Depository Libraries.
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B. When Will the Agency Grant a Request for a Hearing?

A request for a hearing will be granted if the Administrator determines that the material
submitted shows the following: There is a genuine and substantial issue of fact; there 1s a
reasonable possibility that available evidence identitied by the requestor would, if established
resolve one or more of such issues in tavor of the requestor, taking into account uncontested
claims or facts to the contrary; and resolution of the factual issues(s) in the manner sought
by the requestor would be adequate to justify the action requested (40 CFR 178.32).

IV. Regulatory Assessment Requirements

This final rule extends a temporary exemption from the tolerance requirement under FFDCA
section 408(d) in response to a petition submitted to the Ageacy. The Otfice of Management and
Budget (OMB) has exempted these types of actions from review under Executive Order 12866,
entitled Regulatory Planning and Review {58 FR 51735, October 4, 1993). This final rule does
not contain any
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information collections subject to OMB approval under the Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any enforceable duty or contain any unfunded mandate as
described under Title 11 of the Unfunded Mandates Reform Act of 1995 (UMRA) (Public Law
104-4). Nor does it require any special considerations under Executive Order 12898, entitled
Federal Actions to Address Environmental Justice in Minority Populations and Low-Income
Populations {59 FR 7629, February 16, 1994); or OMB review or any Agency action under
Executive Order 13045, entitled Protection of Children from Environmental Health Risks and
Safety Risks (62 FR 19885, April 23, 1997). This action does not involve any technical
standards that would require Agency consideration of voluntary consensus standards pursuant
to section 12(d) of the National Technology Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section 12(d) (15 U.S.C. 272 note). Since tolerances and
exemptions that are established on the basis of a FIFRA section 18 petition under FFDCA
section 408, such as the [tolerance] in this final rule, do not require the issuance of a proposed
rule, the requirements of the Regulatory Flexibility Act (RFA) (5 U.S.C. 601 et seq.) do not
apply. In addition, the Agency has determined that this action will not have a substantial direct
effect on States, on the relationship between the national government and the States, or on the
distribution of power and responsibilities among the various levels of

government, as specified in Executive Order 13132, entitled Federalism (64 FR 43255,
August 10, 1999). Executive Order 13132 requires EPA to develop an accountable process to
ensure ' “meaningful and timely input by State and local officials in the development of
regulatory policies that have federalism implications." ~* Policies that have federalism
implications" is defined in the Executive Order to include regulations that have " substantial
direct effects on the States, on the relationship between the national government and the
States, or on the distribution of power and responsibilities among the various levels of
government." This final rule directly regulates growers, food processors, food handlers and
food retailers, not States. This action does not alter the relationships or distribution of power
and responsibilitigs established by Congress in the preemption provisions of FFDCA section
408(nX4).
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For these same reasons, the Agency has determined that this rule does not have any "tribal
implications” as described in Executive Order 13175, entitled Consultation and Coordination
with Indian Tribal Governments (65 FR 67249, November 6, 2000). Executive Order 13175,
requires EPA to develop an accountable process to ensure * meaningful and timely input by
tribal officials in the development of regulatory policies that have tribal implications."
“Policies that have tribal implications" is defined in the Executive Order to include regulations
that have " “substantial direct effects on one or more Indian tribes, on the relationship between
the Federal government and the Indian trbes, or on the distribution of power and
responsibilities between the Federal government and Indian tribes.” This rule will not have
substantial direct effects on trbal governments, on the relationship between the Federal
government and Indian trbes, or on the distribution of power and responsibilities between the
Federal government and Indian tribes, as specified in Executive Order 13175,

Thus, Executive Order 131735 does not apply to this rule."

V. Submission to Congress and the Comptroller General

The Congressional Review Act, 5 U.S.C. 801 et seq., as added by the Small Business
Regulatory Enforcement Fairness Act of 1996, generally provides that before a rule may take
effect, the agency promulgating the rule must submit a rule report, which includes a copy of
the rule, to each House of the Congress and to the Comptroller General of the United States.
EPA will submit a report containing this rule and other required information to the U.S.
Senate, the U.S. House of Representatives, and the Comptroller General of the United States
prior to publication of this final rule in the Federal Register. This final rule is not a’ major rule"
as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180
Environmental protection, Administrative practice and procedure, Agricultural
commodities, Pesticides and pests, Reporting and recordkeeping requirements.

Dated: May 9, 2001.
Janet L. Anderson,
Director, Biopesticide and Pollution Prevention Division.

Therefore, 40 CFR chapter I is amended as follows:
PART 180--[AMENDED]

1. The authority citation for part 180 continues to read as follows:

Authority: 21 U.S.C. 321(q), 346(a) and 371.

2. Section 180.1206 is revised to read as follows:
Sec. 180.1206 Aspergillus flavus AF36.

Aspergillus flavus AF36 is temporanly exempt from the requirement of a tolerance in or on
cotton when used on cotton in Arizona in accordance with the Experimental Use Permit
69224-EUP-1. The temporary exemption from a tolerance will expire on December 30, 2003.

[FR Doc. 01-12900 Filed 5-22-01; 8:45 am]
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ENVIRONMENTAL PROTECTION AGENCY

40 CFR Part 180

{OPP-200860; FRL-6081-2]

RIN 2070-AB78

Aspergillus flavug AF26; Pesticide Tolerance Exemption
AGENCY: Environmental Protection Agency {EPA].

ACTION: Final rule.

SUMMARY: This regulation establishes a temporary exemption from the

‘requirement of a tolerance for residues of the biological Aspergillus

flavus AF36, a non-aflatoxin producing strain of A. flavus, on cotton
when applied/used as an antifungal agent. The Interregional Research
Project Number 4 [IR-4) submitted an amended Pesticide Petition (PP}
5E4575 to EPA under the Federal Food, Drug, and Cosmetic Act {FFDCA],
and also to comply with the Food Quality Protection Act of 1836 (FQPA]
requesting an extension of the temporary exemption from the requirement
of a tolerance, This regulatiocn eliminates the need to establish a
maximum permissible level for residues of Aspergillus flavus AF36. The
temporary exemption from the requirement of a tolerance will expire on
December 30, 2000.

DATES: This regulation is effective May 26, 1599, Objections and
requests for hearings must be received by EPA on or before July 26,
195%,

ADDRESSES: Written objections and hearing reguests, identified by the
docket controcl number [OPP-300860), must be submitted to: Hearing Clerk
{1800}, Environmental Protectiocn Agency, Rm. M2708, 401 M St., S&W.,
Washington, DC 20460. Fees accompanying objections and hearing requests
shall be labeled ~“Tolerance Petition Fees'' and forwarded to: EPA
Headquarters Accounting Operations Branch, OPP (Tolerance Fees), P.O.
Box 360277M, Pittsburgh, PA 15251. A copy of any objections and hearing

D
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requests filed with the Hearing Clexrk identified by the docket control
number, (OPP-300860), must alsc be submitted to: Public Information and
Records Integrity Branch, Information Rescurces and Services bDivision
(7502C), Office of Pesticide Programs, Environmental Protection Agency,
401 M 5t., SW., Washington, DC 20460. In person, bring a copy of
objections and hearing requests to Rm. 119, Crystal Mall 2 (CM #2),
1921 Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing requests filed with the Hearing
Clerk may be submitted electronically by sending electronic mail {e-
mail) teo: opp-docket. Copies of electronic cbjections and hearing
requests must be submitted as an ASCII file aveoiding the use of special
characters and any form of encryption. Copies of electronic opjections
and hearing requests will alse be accepted on disks in WordPerfect 5.1/
6.1 file format or ASCII file format. All copies of electronic
cbjections and hearing requests must be identified by the docket number
[OPP-300860). No Confidential Buginess Information (CBI) should be
submitted through e-mail. Copies of electronic gbhjections and hearing
requests on this rule may be filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By mail: Shanaz Bacchus, ¢/o Product
Manager (PM) 90, Blopesticides and Pollution Prevention Division ’
(7511¢C), Environmental Protection Agency, 401 M St., SW., Washington,
DC 20460, Office location, telephone number, and e-mail address: 9th,
£1., M #2, 1921 Jefferson Davis Hwy., Arlington, VA, (703) 308-80%7,
e-mail: bacchus.shanaz ®epa.gov. .

SUPPLEMENTARY INFORMATION: In the Federal Register of February 19,
199% {84 FR 8358) (FRL-6081-2), EPA issued a notice pursuant to section
408 of the FFDCA, 21 U.5.C. 3462, as amended by the FQPA of 19%6 {Pub.
L. 104-170) announcing the filing of a pesticide tolerance petition by

‘the IR-4, New Jersey Agricultural Experiment Station, Technoleogy Center

of New Jersey, Rutgers University, 681 U.S. Highway #X South, North
Brunswick, NJ 08902-3390. The notice included a summary of the petition
prepared by the petitioner, IR-4. The petition requested that 40 CFR
part 180 be amended by establishing a temporary exemption from the
requirement of a tolerance for residues of Aspergillus flawvus AF36 in/
on cotton in Arizona.

Comments submitted to the Agency regarding the proposed use of the
antifungal agent were by the cotton growers in the region who were all
in favor of the extension of the temporary exemption from the
tolerance, Both the toxigenic and atoxigenic straims are naturally
ocecurring in Arizona. The growers were of the opinion that this
technology is likely to reduce the high levels of the naturally
gcecurring, toxin-producing strain of A. flavus by displacement.

I. Background and Statutory Findings

New section 408 {c) {2) {A) {i} of the FFDCA allows EPA to establish an
exemption from the requirement for a tolerance (the legal limit for a
pesticide chemical residue in or con a foeod) only if EPA determines that
the exemption is ~“safe.'' Section 408(c) (2} {A) (ii} defines ““safe'’ to
mean that ~““there is a reasonable certainty that no harm will result
from aggregate exposure to the pesticide chemical residue, including
all anticipated dietary expeosures and all other exposures for which
there is reliable information.'’ This includes exposure through
drinking water and in residential gettings, but dees not include
occupational exposure. Section 408 (b} (2) {C) regquires EPA to give
special consideration to exposure of infants and children to the
pesticide chemical rxesidue in establishing a tolerance and to ™“ensure
that there is a reasonable certainty that no harm will result to
infants and children from aggregate exposure to the pesticide chemical
residue...'’. Additionally, section 408 {b)(2}{D) requires that the
Agency consider ~“available information'' concerning the cumulative
effects of a particular pesticide's residues and ~“other substances
that have a common mechanism of toxiecity.''

EPA performs a number of analyses to determine the risks from
aggregate exposure to pesticide residues. First, EPA determines the
toxicity of pesticides. Second, EPA examines exposure to the pesticide

http:/fwww.epa, gov/EPA-PEST/1999/May/Day-26/p1319 2. htm
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through food, drinking water, and through other exposures that occur as
a result of pesticide us in residential settings.

This extension of the temporary exemption from the requirement of a
tolerance is associated with an extension of an Experimental Use Permit
{69224~EUP-1), published in the Federal Register of February 14, 1596,
{61 FR 5771} -{FRL-5347-5], which was granted to the Southern Regional
Research Center, United States Department of Agriculture, Agricultural
Research Service {USDA ARS], 1100 Robert E. Lee Blvd., New Orleans, LA
70179-0687 on May 2B, 1996 and expires May 20, 1999. Approximately
1,120 acres of cotton in Yuma County, Arizona, were treated at a rate
of 10 pounds (lbs.) of the pesticide per acre over the 3-vear period. A
temporary exemption from the regquirement of a tolerance was established
in connection with this EUP as published in the Federal Register of
June 14, 1596, {61 FR 30235) ({(FRL-5377-8). No adverse effects were
reported in the annual reports which the registrant submitted as
required in the EUP.

((Page 28372]]

USDA ARS has amended the EUP and extended treatment to a total of
20,000 acres of commercial cotton fields in 5 of the 15 counties in
Arizona. The aerial applications are to be made in the following
counties: Yuma {3,000 A}, LaPaz (1,000 A), Maricopa (5,000 A), Mohave
{1,000 A} and Pinal {5,000 A). The antifungal agent is applied prebloom
to the soil of treated cotton fields, where the mycelia germinate to
displace the naturally occurring toxigenic strain.

Of the strains of A. flavus which abound naturally in Arizona, this
atoxigenic L strain comprises 15% of the natural microbial population
in the soil, as opposed to the predominant § or toxigenic § strain.

II. Toxicological Profile

Consistent with section 408(b){2){D) of the FFDCA, EPA has reviewed
the available scientific data and other relevant information in support
of this action and considered its validity, completeness and
reliability and the relationship of this information to human risk. EPA
has alsoc considered available information concerning the variability of
the sensitivities of major identifiable subgroups of consumers,
including infants and children.

"The toxicological profile in support of the extension cof the
temporary exemption from a tolerance of the residues of the atoxigenic
{non-toxin producing) A. flavus AF36 demonstrates that the
LD<INF>50</INF> of A. flavus AF36 is greater than 5,000 milligrams/
kilograms (mg/kg). No adverse clinical effects were observed after 14
days in rats treated by gavage with the microbial antifungal agent and
no abnormalities or adverse effects were cbserved in any of the rats
upon autopsy.

Studies were not conducted to evaluate the potential of the active
ingredient as an agent linked to genotoxicity, or reproductive,
developmental, subchronic or chronic effects, because the researchers
have worked with the propesed microbial antifungal agent for several
years in laboratory and field settings with no adverse effects. Also,
the organism is a naturally occurring, ubiquitous microbe.

IlXI. Aggregate Exposures

In examining aggregate exposure, section 408 of the FFDCA directs
EPA to consider available information concerning exposures from the
pesticide residue in food and all other non-occupational exposures,
including drinking water Erom ground water or surface water and
exposure through pesticide use in gardens, lawns, or buildings
{residential and other indcor uses).

There is a reasonable certainty that no harm will result from
aggregate exposure to the U.§. population, including infants and
children, to A. flavus AF3s from the limited use pattern of the
experimental use permit. This includes all anticipated dietary
exposures and all other exposures for which there is reliable
informaticn.

http:/fwww.epa.gov/EPA-PEST/1999/May/Day-26/p13192.htin
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A. Dietary Exposure

1. Food. Application of the microbial pesticide prebloom in the
cultural practice precludes the potential for direct residues of A.
flavus per se to remain on the treated cotton. The proposed strain of
a. flavus, AF36, is atoxigenic, i.e. not preducing aflatoxin. Only the
seed of the treated commodity, cotton, is likely to be processed as
food for cottonseed oil. Residues of A. flavus AF36 or its metabolites
are likely to be removed from cotton seed oil during this processing.
Moreover, the applications are propesed for § of the 15 counties of
Arizena only, on 3-7% of the total cotton, thus minimizing any
potential dietary exposure. The Feood and Drug Administration (FDA)
regulates the levels of aflatoxin in cotton seed meal and other
commodities associated with the production of cotton. Cottonseed is
monitored for aflatoxin content during the ginning process, and all
cotton seed from these experiments will be closely monitored for
aflatoxin content as part of the experimental program. On the basis of
the preceding discussion, dietary exposure to the treated commodity is
likely to be minimal to human adults, infants and children.
exposure to immunocompromised human adults, infants and children.
Moreover, the application of the microcbial pesticide to specific
counties during the EUP represents appllcatlon to appreximately 3-7%
cultivated areas in these counties, thus minimizing exposure.

1. Dermal exposure. Non-occupational dermal exposure and risk to
adults, infants and children are not likely if the pesticide is used as
labeled., The antifungal agent is a naturally occurring microbe to be
applied to the soil of cotten fields preblecom. It is ubiquitous in the .
environment. If the microbe exhibits dermal sensitizing properties
which is associated with this genus of fungi, the boundaries and the
large particle size of the spores are likely to maintain distribution
near treated areas thus protecting nearby at-risk populations. Based on
the low toxicity potential as evidenced by the data submitted, the
microbial pesticide active ingredient is likely to pose a minimal to
non-existent hazard if used as labeled.

2. Inhalation exposure. Based on the large spore size of AF36, and
on the method of application teo the secil of cultivated cotton fields
prebloom with set boundaries, non-occupational inhalation exposure and
rigk to human adults, children and infants are likely to be minimal.

IVv. Cumulative Effects

There are no other registered products containing Aspergillus
flavus isolate AF36 or any other isolates (strains) of the microbial
active ilngredient. Moreover, data submitted to the Agency denmonstrate
that this strain does not produce aflatoxin on the crop or in
artificial media in the lab. Data submissions also show that this .
strain has been shown to exclude the aflatoxin-producing strain when it
is applied pricr to flowering. Thus, the proposed use is net likely to
result in appreciable increases in the long-term populaticn of A.
tlavus on the crop beyond naturally occurring levels. Furthermore,
there is no expectation of cumulative effects with other pesticides.

V. Determination of Safety for U.S. bPopulation, Infants and
Children

FFDCA sgecticn 408 provides that EPA shall apply an additicnal
tenfold margin of exposure (safety) for infants and children in the
cagse of threshold effects to account for pre- and postnatal toxicity
and the completeness of the data base unless EPA determines that a
different margin of exposure (satety) will be safe for infants and
children. In this instance, EPA believes there are reliable data to
support the conclusion that there are no thresheld effects of concern
to infants, children and adults when A. flavus AF36 is used as labeled.
As a result, the provision reguiring an additional margin of exposure
does not apply. The label will require applicators and other handlers
to wear gloves, a dust/mist filtering respirator with Natiomal
Institute of Qccupational Safety and Health (NIOSH) approwval prefix N-
g5, R-95 or P-955, long sleeved shirt and long pants, and shoes plus
socks so worker exposure should not be a problem. Label language
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reflecting potential dermal sensitization is also required.
VI. Other Considerations
A. Endocrine Disruptors

_ EP@ does not haye any information regarding endocrine effects of
this microbial pesticide at this time. The Agency is not requiring
information on

{ {Page 28373]]

the endocrine effects of this pesticide at this time; and Congress
allowe@ 3 years after August 3, 1996, for the Agency to implement a
screening and testing program with respect to endocrine effects.

B. Analytical Method(s)

Starter cultures are screened on the basis of vegetative
incompatibility with the toxigenic strain, as well as for aflatoxin by
standard procedures, which allow a zero tolerance for aflatoxin
production. A. flavus AF3é does not demonstrate vegetative
compatibility with the toxigenic S strain and has never been found to
produce aflatoxin. According to the data submiseions human pathogens
are also within requlatory levels.

. Treated cotton and its byproducts are screened for aflatoxin prior
to introduction into the charmels of commerce. FDA does not allow
cottonseed products containing aflatoxin at 20 parts per billion (ppb)
or higher to be used in dairy rations. FDA regulations also do not
allow cottonseed products containing aflatoxin above 300 ppb to be used
for feeding beef cattle.

C. Codex Maximum Residue Level

An exemption from temporary tolerance for residues of Aspergillus
flavus isolate AF36 on cotten is currently in effect in conjunction
with an Experimental Use Permit published in the Federal Register of
June 14, 1996 (81 FR 30235}.

vIT. Objections and Hearing Reguests

the new section 408{g) of the FFDCA provides egsentially the same
process for persons to ~“object'' to a regulation for an exemption from
the requirement of a tolerance issued by EPA under new section 408(d)}
~ and as was provided in the old section 408 and in section 409. However,
. the period for filing objections is 60 days, rather than 30 days. EPA
currently has procedural regulations which governs the submission of
objections and hearing requests. These regulations will require some
modification to reflect the new law, However, until those modifications
can be made, EPA will continue to use those procedural regqulations with
appropriate adjustments to reflect the new law.
any person may, by July 26, 1999, file written objections to any
aspect of this regulation and may also request a hearing on those
objections. Objections and hearing requests must be filed with the
hearing clerk, at the address given under the ““ADDRESSES'' section (40
CFR 178.20). A copy of the objections and/or hearing reguests filed
with the hearing clerk should be submitted to the OPP docket for this
rulemaking. The objections submitted must specify the provisions of the
regulation deemed objectionable and the grounds for the objections (40
CFR 178.25). Each objection must be accompanied by the fee prescribed
by 40 CFR 180.33(i). EPA is authorized to waive any fee requirement
““when in the judgement of the Administrator such a waiver or refund is
equitable and not contrary to the purpose of this subsection.'' For
additional information regarding tolerance cbhjection fee waivers,
contact James Tompkins, Registration Division [7508C}, Office of
pegticide Programs, Environmental Protection Agency, 401 M St., S5W.,
washington, DC 20460. Office location, telephone number, and e-mail
address: Rm. 239, CM #2, 1921 Jefferson Davis Hwy., Arlington, VA,
(703} 305-56957, tompkins.jim@epa.gov. Reguests for waiver of tolerance
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objection fees should be sent to James Hollins, Information Resources
and Services Division (7502C), Cffice of Pesticide Programs,
Envircnmental Protection Agency, 401 M 5t., S$W., Washington, DC 20460.

1f a hearing is regquested, the objections must include a statement
of the factual issues{s) on which a hearing is reguested, the
requestor's contentions on such issues, and a summary of any evidence
relied upon by the objector (40 CFR 178.27). A regquest for a hearing
will be granted if the Administrator determines that the material
submitted shows the following: There is a genuine and substantial ‘issue
of fact; there is a reasonable possibility that available evidence
identified by the regquestor would, if established resclve one or more
of such issues in favor of the reguestor, taking into account
uncontested claims or facts to the contrary; and resclution of the
factual issues (g} in the manner sought by the requestor weuld be
adegquate to justify the action regquested (40 CFR 178.32). Information
submitted in connection with an cobjection or hearing regquest may be
claimed confidential by marking any part or all of that information as
CBI. Information so marked will not be disclosed except in accordance
with procedures set forth in 40 CFR part 2. A copy of the information
that does not contain CBI must be submitted for inclusion in the public
record. Information not marked confidential may be disclosed publicly
by EPA without prior notice.

VIII. Public¢ Record and Electronic Submissions

EPA has established a record for this regulation under docket
control number [OPP-300860! (including any comments and data submitted
electronically}. A public version of this record, including printed,
paper versions of electronic comments, which does not include any
information claimed as CBI, is available for inspection from 8:3C a.m.
to 4 p.m., Monday through Friday, excluding legal holidays. The public
record is located in Rm. 119 of the Public Information and Records
Integrity Branch, Information Resources and Services Divigion (7502C},
Office of Pesticide Programs, Environmental Protection Agency, CM #2,
1921 Jefferson Davis Hwy., Arlington, VA.

Objections and hearing requests may be sent by e-mail directly to
EPA at:

opp-docket@epa.gov

E-mailed objections and hearing regquests must be submitteéd as an
ASCII file avoiding the use of special characters and any form of
encryption. )

The official record for this regulation, as well as the public
version, as described in this unit will be kept in paper form.
Accordingly, EPA will transfer any copies of objections and hearing
requests received electronically into printed, paper form as they are
received and will place the paper copies in the official record which
will also include all comments submitted directly in writing. The
cfficial record is the paper record maintained at the Virginia address
in “"ADDRESSES'' at the beginning of this document.

IX. Regulatory Assessment Requirements
A. Certain Acts and Executive Orders

This final rule establishes an exemption from the tolerance
requirement under section 408{(d) of the FFDCA in yesponse to a petition
submitted to the Agency. The 0ffice of Management and Budget (OMB) has
exempted these types of acticns from review under Executive Order
12866, entitled Regulatery Planning and Review (58 FR 51735, October
4, 1993]1. This final rule does not contain any information collecticns
subject to OMB approval under the Paperwork Reduction Act (PRA), 44
U.S5.C. 3501 et seq., or impose any enforceable duty or contain any
unfunded mandate as described under Title ITI of the Unfunded Mandates
Reform Act of 1995 (UMRA)} (Pub, L, 104-4). Nor does it require any
prior consultation as specified by Executive Qrdex 12875, entitled
Enhancing the Intergovernmental Partnership (%8 FR 58093, Octocber 28,
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1393), or special considerations as required by Executive Order 12838,
entitled Federal Actions to Address Environmental Justice in Minority

[[Page 28374]]

Populations and Low-Income Populations (59 FR 7629, February 16,
15%4), or require OMB review in accordance with Executive Order 13045,
entitled Protection of Children from Environmental Health Risks and
Safety Rigks (62 FR 19885, Apxyil 23, 19837).

In addition, since tolerances and exemptions that are established
on the basis of a petition undexr FFDCA section 408(d), such as the
[tolerance/exemption] in this final rule, do not require the issuance
of a proposed rule, the requirements of the Regulatory Flexibility act
{RFA) (5 U.5.C. 601 et seq.) do not apply. Nevertheless, the Agency
previcusly assessed whether establishing tolerances, exemptions from
tolerances, railsing tolerance levels or expanding exemptions might
adversely impact small entities and concluded, as a generic matter,
that there is no adverse economic impact. The factual basis for the
Agency's generic certification for tolerance actions published on May
4, 1981 {46 PR 24950), and was provided to the Chief Counsel for
Advocacy of the Small Business Administratien.

B. Executive Order 12875

Under Executive Order 12875, entltled Enhancing the
Intergovernmental Partnership (58 FR 580393, October 28, 199%3), EPA may
not issue a regulation that is not required by statute and that creates
a mandate upon a State, local or tribal goverament, unless the Federal
government provides the funds necessary to pay the direct compliance
costs incurred by these governments. If the mandate is unfunded, EPA
must provide to OMB a description of the extent of EPA's prior
consultation with representatives of affected State, local, and tribal
governments, the nature of their concerns, copies of any written
communications from the governments, and a statement supporting the
need to issue the regulaticn. In addition, Executive Order 12875
requires EPA to develeop an effective process permitting elected
officials and other representatives of State, local, and tribal
governments " “to provide meaningful and timely input in the development
of reculatory proposals containing significant unfunded mandates.'!

Today’s rule does not create an unfunded Federal mandate on State,
local, or tribal governments. The rule does not impose any enforceable
duties on these entities. Accordingly, the requirements of section 1{a)
of Executive Order 12875 do not apply to this rule.

C. Executive Order 13084

tUInder Executive Order 13084, entitled Consultaticon and Coordination
with Indian Tribal Governments (63 FR 27655, May 19, 199%8), EPA may not
issue a regulation that is not required by statute, that significantly
or unigquely affects the communities of Indian tribal governments, and
that imposes substantial direct compliance costs on those communities,
unless the Federal government provides the funds necessary to pay the
direct compliance costs incurred by the tribal governments. If the
mandate is unfunded, EPA must provide CMB, in a separately identified
section of the preamble to the rule, a description of the extent of
EPR’'Ss prior consultation with representatives of affected tribal
goveraments, a summary of the nature of their concerns, and a statement
supporting the need te issue the regulation. In addition, Executive
Order 13084 requires EPA to develop an effective process permitting
elected officials and other representatives of Indian tribal
governments ~“to provide meaningful and timely input in the development
of regulatory policies on matters that significantly or uniguely affect
their communities.’'

Today's rule does not significantly or uniquely affect the
communities of Indian tribal governments. This action does not involwve
or impose any requirements that affect Indian tribes. Accordingly, the
requirements of section 3(b) of Executive Order 13084 do not apply te
this rule.
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X. Submission to Congress and the Comptroller General

The Congressional Review Act, 5§ U.5.C. 801 et seq. , as added by

- the Small Business Regulatory Enforcement Fairness Act of 199s,
generally provides that before a rule may take effect, the Agency
promulgating the rule must submit a rule report, which includes a copy
of the rule, to each House of the Congress and the Comptroller General
of the United States. EPA will submit a report containing this rule and
other required information to the U.S5. Senate, the U.5. House of
Representatives and the Comptroller General of the United States prior
to publication of the rule in the Federal Register. This rule is not a
““major rule’! as defined by 5 U.5.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection, Administrative practice and procedure,
Agricultural commodities, Pesticides and pests, Reporting and
recordkeeping requirements.

Dated: May 14, 1999.

Janet L. Andersen,
Director, Bilopesticides and Pollution Prevention Division
Therefore, 40 CFR chapter I is amended as follows:

PART 180-- [AMENDED] ' "

1. The authority citation for part 180 continues to read as
follows:

authority: 21 U.S.C. 321{(gl, 34s6{a) and 371.

2. Section 180.1208 is added to subpart D to read as follows:

Sec. 180.1206 Aspergillus flavus AF 36; Exemption from the requirement
of a tolerance. .

Aspergillus flavus AF 36 is temporarily exempt from the reguirement
of a tolerance infon cotton when used on cotton in Arizona in
accordance with the Experimental Use Permit 69224-EUP-1., The temporary
exemption from the regquirement of a tolerance will expire on December

30, 2000.

{FR Doc. 99-13192 Filed 5-25-99; 8:45 am]
BILLING CODE 6560-50-F I

E of 8 3/26/003:41 PM
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April 15, 2002 _ : '
. X EN A 8W
RE: Docket #PF-1076 i .

NS

PR S T

TO: Office of Pesticide Programs
UJ.S. Environmental Protection Agency

Texas annually harvests over 4 million bales of cotton. Due to environmental conditions,
several production regions face perennial problems from aflatoxin contaminated cottonseed.
These regions include central Texas (Blackiand Prairie and Bottomiands) which produces about
© 227,000 bales, the south Texas region (Upper Gulf Coast and Coastal Bend) which generates
over 687,000 bales, and the Ric Grande Valley area which generates over 243,000 bales.
Together these areas support the production of over 1.1 million bales.

According to information provided by the “Office of the State Chemist”, cottonseed from these
three regions will generally test positive for aflatoxin, and between 15 to 80% of the cottonseed
will exceed 20 ppb.  As an example, in 1997 and 1998 over 80% of the cottonseed from these
regions tested greater than 20 ppb, and in 2001 less than 15% exceeded 20 ppb. When aflatoxin
levels in cottonseed exceed the 20 ppb limit, the value of the seed is severely discounted (in most
cases by greater than 50%), translating into several million dollars lost to producers and the
cottonseed industry. Moreover, due to extremely low prices for cotton lint in current and
near-future markets, any discounts in cottonseed value further reduces profitability at the farm

level.

The use of atoxigenic strains of Aspergillus flavus have proven to be very effective in combating
aflatoxin problems in Arizona, and in 2002 20,000 acres will be included in Experimental Use

Permit (EUP) trials using the AF36 strain. To date, more than 40,000 cumulative acres have
been treated in Arizona with no reported adverse effects. Multi-year air sampling studies have
demonstrated that the atoxigenic strain (AF36) has displaced the aflatoxin producing strains with
no increase in total fungus in the environment.

Recent research conducted in the Coastal Bend region of Texas in 2000 and 2001 with the AF36
strain has also been very successful. However, these studies were limited to small acreages.
Consequently, it is critical to the future success of the project to expand this effort to include an
EUP for AF36 in the south Texas region. Based on previous research in Arizona and Texas,
and the success of the area-wide program in Arizona, the granting of this EUP for AF36 in south
Texas will serve as a major step in reducing aflatoxin problems in Texas cottonseed. [ strongly
support the EUP for AF36 and urge the EPA to grant its approval.

Respectfully,

Robert G. Lemon

Associate Professor-

" and Extension Agronomist ~ Cotton
Department of Soil and Crop Sciences
Texas A&M University

College Station, Texas 77843-2474
r-lemon@tamu.edu




Comments, identified by docket control number PF-1076

- R 23 20
Te whom it may concern, i Lol

I have several concerns about the science of this approach .and I respectfully
ask that the )
science be carefully and thoughtfully re-evaluated before a permanent
tolerance is considered. I
am attaching two documents that illustrate my concerns. My majbr concern 1s
whether the
science in any crop really suggests that this is a viable approach that a
farmer can use. The
FPA guide-lines for aflatoxin in crops varies with use. Dr. Peter Cotty in
his patent presents his
data in micrograms per gram of cotftonseed and the normal way that aflatoxin
concentrations are
expressed is in micrograms per kllogram of product The difference between
these is the first is
in parts per million and the second is in parts per billion. When I carefully
read the patent I come '
the conclusion that Dr. Cotty shows that there is a one in three chance that a
farmer might end |
up wWith a marketable lot of cottonseed. The data on peanuts and corn that has
been published
certainly shows a reduction in aflatoxin, but the reduction seems toc have
little practical
significance in terms of marketing the crop. I just wonder whether there will
ever be a bilological
control A. flavus or A. parasiticus formulation that will in fact help improve
the marketability of the
affected crop. My second concern is about the biology of the fungus. A.
flavus is recognized as
a pathogen on plants, insects and mammals and perhaps other organisms. The
striking feature
of the fungus is that it rarely successfully invades healthy tissue, but can
invade stressed tissue.

When pathogenicity studies are conducted should one use immunosuppressed
individuals and
organisms , ones treated with steroids or other environmental stresses? It
seems to me that we
will be doing the United States farmer and consumer little good if the
science, the pathogenicity
risks, the allergy risks and the fate and persistence of a fungus like A.
flavus are not all seriously
taken into consideration before a decision is made.

Thank you,

David M. Wilson

Professor

Department of Plant Pathology
University of Georgia

P.O. Box 748

Tifton, GA 31794

229 369 3368 phone, 229 386 7285 fax

The following section of this message contains a file attachment
prepared for transmission using the Internet MIME message format.

If you are using Pegasus Mail, or any another MIME-compliant system,
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vou should be able to save it or view it from within your mailer.
If you cannot, please ask your system administrator for assistance.

--—- File information ------——-—--
File: Wilsonchapterl.doc
Date: 23 Apr 2002, 15:;38
Size: B5504 bytes.
Type: Unknown
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If you cannot, please ask your system administrator for assistance.
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Comments, identified by docket control number PF-1076, must
be received on or before April 24, 2002. '

Source -~ Wilson, D.M., Mubtanhema, W., and Jurjevic, Z.\EOQ;H
Biology and ecology of mycotoxigenic Aspergillus species as
related to economic and health concerns. In Mycotoxins in
Food. Eds. L.S. Jackson, M.W. Trucksess and J.W. DeVries,
Plenum, New York. bp 195-204. '

BIOLOGY AND ECOLOGY OF MYCOTOXIGENIC ASPERGILLUS SPECIES
AS RELATED TO ECONOMIC AND HEALTH CONCERNS.

David M. Wilson,1 Wellington Mubatanhema,l and Zeljko Jurjevic2

1Department of Plant Pathology
University of Georgia '
Coastal Plain Experiment Station
Tifton, GA 31793

2Department of Phytopathology
University of Zagreb

Zagreb, Croatia '

ABSTRACT

The fungal genus Aspergilius was established ‘in 1729, and-incjudes =
species that are adapted to a wide range’ of environmental conditions.
Many aspergilli produce mycotoxins in foods that may be toxic, mutagenic
or carcinogenic in animals. Most of the Aspergillus species are soil fungi or
saprophytes but some are capable of causing decay in storage, disease in

- plants or invasive disease in humans and animals. Major agricuitural
commodities affected before or after harvest by fungal growth and
mycotoxins include corn, peanuts, cottonseed, rice, tree nuts, cereal
grains, and fruits. Animal products (meat, miltk and eggs) can become
contaminated because of diet. Aspergilius flavus, A. parasiticus, A. ochraceus
, A. niger, A. fumigatus and other aspergilli produce mycotoxins of concern.
These include the aflatoxins and ochratoxins, as well as cyclopiazonic acid,
patulin, sterigmatocystin, glictoxin, citrinin and other potentially toxic
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metabolites.

INTRODUCTION

There is a saying in the real estate industry that prices are governed
by location, location, location. All other considerations including
marketability and possible use of the property depend on the location and
local needs. Mycotoxin contamination of foods and feeds and the
associated problems also depend primarily on the production, storage and
marketing location. The Aspergillus species that produce mycotoxins are
more common in the warmer, subtropical and tropical areas than in the
temperate areas of the world. Stringent government regulations for
mycotoxins and risk analyses on the other hand are more common in
temperate areas than in the warmer areas of the world. Therefore, one
must be naive to think that the health and marketplace risk factors
considered to be important for the control and management of unavoidable
mycotoxin contamination are always science-based.  Mycotoxin risk
analysis, regulations and management practices to assure health of
consumers and markets should be science-based as far as possible, but
with the marketing and world trade issues, often deliberations on these
factors are as much political as science based. The critical elements
needed for mycotoxin management are interdisciplinary in nature.

The toxic secondary metabolites are produced by fungi so there is a
critical need to have accurate fungal taxonomy. Fungal metabolites are
often produced in low or trace concentrations so there is also a critical
requirement for excellence in analytical assays. Mycotoxins occur in many
crops and stored seed as well as in processed and formulated products.
Therefore, many areas of crop production, mycology, plant pathology,
- entomology, engineering and chemistry as well as storage and food
sciences have to be adequately addressed 1n relatlon to the blology and
ecology of the mycotoxigenic fungi.

There are many mycotoxins: produced by Aspergillus’ species. "The!
mycotoxigenic aspergilli are usually considered to be saprophytes that can
grow in products stored with high moisture content. Colonization of stored
products by the aspergilli is primally a function of lecation and moisture
content complicated by insect and rodent activity. Some Aspergillus
species produce mycotoxins in meats such as country ham, sausage,
cheese or other fermented products; these processes are beyond the
expertise of the present authors and will not be addressed. There are only
a few mycotoxins that are regularly monitored in the marketplace and we
will briefly consider the global and agronomic factors related to aflatoxin,
sterigmatocystin, cyclopiazonic acid and ochratoxin A contamination of
foocds and feeds.
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The genus Aspergilius was first described and named in 1729 by Pier
Antonio Micheli in his monograph "Nova Planetarium Genera” (Micheli,
1729). Micheli named the genus after the holy water sprinkler
(aspergillum). The aspergilli are most often soil fungi or saprophytes but
several are important because they produce mycotoxins. The aspergilli can
also cause decay and deterioration in stored products, and may cause
disease in plants, insects, poultry, humans and other mammals. In
addition to being disease agents some aspergilli are important
aeroallergens, Some of the Aspergillus species and teleomorphs that
potentially produce mycotoxins include A. candidus, A.-clavatus, A. flavus, A,
fumigatus, A, niger, A, nomius, A. ochraceus, A. parasiticus, A. restrictus, A.
tamarii, A. terreus, A. versicolor, Emericellanidulans, and.  Eurotium
amstelodami (Frisvad and Samson, 1991). A partial list of the mycotoxins
includes the aflatoxins, citrinin, citreoviridin, cyclopiazenic acid, glictoxin,
ochratoxin, penicillic acid, sterigmatocystin, xanthomegnin and other
potentially important metabolites (Frisvad and Samson, 1991).

COMMODITIES AND TISSUES CONTAMINATED BY MYCOTOXINS

Aflatoxin Contamination

The Food and Drug Administration in the United States, The Institute
of Public Health in Japan and many other agencies arocund the world
regularly test products in the marketplace for aflatoxins. The following
products in the marketplace have been reported to be contaminated with
aflatoxins or aflatoxin metabolites: almonds, Brazil nut, filberts, pistachio
nut, cashew nut, wainut, pecan, figs, melon seed, pumpkin seed, sesame
seed, sunflower seed, lotus seed, coix seed, marzipan, red pepper, white
pepper, nutmeg, paprika, mixed spice, rice, corn {(maize), corn products,
mixed cereals, peanuts, peanut products, crude sugar, soybean meal,
beans, buckwheat, chilies, chili powder, cocoa products, cotton, copra,
sorghum, millet, snack foods, eggs, milk, cheese, yogurt:and:meats (Wilson
and Abramson, 1992). Human tissues and fluids that have been shown to
contain aflatoxin after exposure include urine, human milk, blood, liver,
kidney and various other tissues. Aflatoxin and cyclopiazonic acid have
been seen to occur together in corn and peanuts (Urano, et al, 1992).
These lists are not complete and are in no particular order. The products
are not ranked as to the relative risk to consuming animals or people., The
large number of products that may contain aflatoxins illustrates the
severity of the problem and the low probability that easy and effective
solutions ‘will ever be possible. For aflatoxins there is no doubt that some
crops are contaminated because they have been invaded and colonized by
A. flavus and associated species before harvest. Some crops and products
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are contaminated in storage and processing so some manufactured
products may contain aflatoxins from both preharvest and postharvest
accumulation. Most often the manufacturing process will not detoxify the
toxins and the products will be marketed and consumed. Humans are also
exposed to the aflatoxins and their metabolites by consuming animal
products contaminated because the animal ate feed containing aflatoxin.

Ochratoxin Contamination

Literature on contamination of crops and products with ochratoxin A
and associated metabolites is not as easily located or as directly
associated with a particular fungus as is the case with the aflatoxins. We
have relied on the review by Wilson and Abramson (1992) and internet
computer searches complemented with current literature to generate the
list. Ochratoxin is also likely to occur with other mycotoxins such as
citrinin and penicillic acid or patulin. The following products and tissues
have been reported to be contaminated with ochratoxin or its metabolites:
barley, wheat, coffee, table wine, grape juice, beer, meats, cocoa, baby
foods, feed grains, corn, oats, cereals, rye, crackers, raisins, pecans, figs,
pig blood, pig kidneys, other animal tissues and human blood. The
principal crops affected tend to be those grown in temperate regions. Most
likely the penicillia rather than the aspergilli are the major source of
ochratoxin A in temperate zones. The aspergilli may be very important in
the warmer zones of the world, but this distribution is not well
documented, perhaps because no one has looked in these regions, or
maybe the aspergilli that produce ochratoxin A are not particularly
aggressive in preharvest and storage situations in these climates. There
needs to be much more information generated on how and why ochratoxin
A contaminates products, other than coffee, that are produced in the
warmer and tropical climates. '

ANALYTICAL CONSIDERATIONS . . .o . o s v 0w

~ There are really two analytical method approaches needed, one for
mycotoxin regulation and another for mycotoxin research. These
approaches are actually quite different in their nature. The analytical
needs for research often require a wide analytical range and those for
regulatory purposes necessarily use a narrow concentration range,
sometimes near the analytical detection limit. Consequently, methods
used for mycotoxin regulation require a high degree of accuracy at
extremely low concentrations. There are currently several official AOAC
International methods for aflatoxins designed for the 20 ppb
{nanogram/gram, ng/g) United States of America standard and a few
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these official methods tak?“n’ﬁ% account the tremendous sampling (;
problems and mycotoxin distribution variations that are associated with
aflatoxin measurement in large lots. However, there are elaborate .
sampling plans in many regulations (Coker, 1998). It is quite likely that
the European Union regulations require aflatoxin concentrations in
products that are far bélow the farmers' capability to manage mycotoxins
when crops are grown between 35EN and 35gS. The European Unjon
regulation for aflatoxin requires the shipper to pay for transporting the
product back to the point of origin if the aflatoxin content is too high. The
United States regulations take some of the natural variation into account
and the United States allows products to be marketed on the basis of use,
and in this way minimizes human exposure.

For research purposes, rapid and inexpensive analytical and
screening methods for aflatoxins that are accurate between 0 and 40,000
ppb are critically needed. Similar research needs exist for methods for.
ochratoxin A, cyclopiazonic acid and sterigmatocystin assays. Analytical
costs and ease of use are also important factors in the development and
implementation of regulatory methods as well as applied research
methods. There is a critical need for methods designed for research as
well as regulatory applications if we are indeed sericus about mycotoxin
management worldwide.

j & /
by
methods for the European Union 2 ppb’standard (Cunmﬁ 1995), None of f/
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FUNGAL CONSIDERATIONS
Aflatoxin and Cyclopiazonic Acid Producing Fungi

The taxonomy of Aspergillus species is not easy but it is relatively
straightforward.when compared to the taxoenomy of Penicillium species.
The book by Raper and Fennell (1965) remains the major guide to
taxonomy of the Aspergillus genus. Klich and Pitt (1988) have
incorporated subsequent taxonomic revisions and new species. inte a
laboratory guide to the common "Aspergillus species:~ The Aspergillus
species that produce the aflatoxins are all in the' subgenus Circumdati,
section Flavi. The species in this section include: A. flavus, A..oryzae, A
parasiticus, A. nomius, A. sofae and A. tamarii. The only fungi that have been
uneq,_;,\tocg__l_[_y_f__demonstrated to _produce the aﬂatoxlns are_A favUs, Aé
parasrt;cus and A.nomius. The other three species in the Flavi section do
not produce aflatoxins. Tt is interesting that Kurtzman et al (1986) used
DNA relatedness to suggest that A. flavus, A parasiticus, A. sojae and A,
oryzae should be a single genus. Kurtzman et al (1986) proposed that A.
flavus be used with the varieties being flavus, parasiticus, sojae and oryzae.
Klich and Pitt (1988) did not think this suggested change in nomenclature
was warranted.
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Dr. Dorothy Fennell prepared an unpublished outline in 1976 for
distinguishing A.flavus and A. parasiticus. She stated in this manuscript
that "Cultural and morphological differences between strains. identified
unequivocally as A, flavus by our criteria cannot be correlated with aflatoxin
production. Strains that appear identical may produce much or no B. Itis
almost safe to say they produce no G. In general A. flavus produces
aflatoxin B1, and B2 when the isolate is aflatoxigenic, many isolates of A.
flavus produce no aflatoxins in culture.” Some_aflatoxigenic as well as some %

non-aflatoxigenic isolates of A. flavus also produce cycloplazonsc acid which -
is "[ﬁ"d—é"ﬁé”ﬁdent““f’the ability to produce aflatoxm (Horn and Dorner, 1999)
Wicklow and Shotwell (1983) reported that the @Ierot[um of some isolates
of A.flavus may contain _aflatoxin B1 and G1 and Cotty and Cardwell {1999)
}reported that S strain_isolates, of A. flavus from West Africa produced

aflatoxin Bl and G1_while no North American S | strain_isolates produced & A/,{}M

aflatoxin.G1. Almost all aflatoxigenic A. parasiticus and A. nomius isolates Vo C;’
. produce the B and G aflatoxins. For these reasons we do not think that the §

use of aflatoxin production patterns is a stable character that is useful for
nomenclature in the section Flavi.

Calvert et al (1978) demonstrated that the B to G ratios in
preharvest corn were affected by mixed inoculum of A, flavus and A
parasiticus and Wilson and King (1995) showed similar results in mixed
cultures. Wilson and King (1995) reported that in mixed cultures of A.
flavus and A. parasiticus the production of G1 and G2 by A. parasiticus was
depressed when there was at least 259 of A. flavus in the original conidial
mixture. Perhaps A. flaws suppresses..the.production of aflatoxin by A,
parasiticus. ;

A. flfavus and A. parasiticus have both been reported to grow and
produce toxins in
preharvest and stored products. Many people do not identify the A, flavus

. group (equivalent to the Aspergillus subgenus Circumdati section Flavi) to
' the species level, so much of the literature cannot be evaluated as to the
importance of the individual species in relation to observed real world
contamination. The FDA data referred -to.in the chapter by Wilson and;

Abramson (1992) illustrate the variable nature of the.B.to G ratios that

naturally occur in various products.

Cotty (1997) has grouped A. flavus into S and L strains based on

sclerotial size. |n southern United States cotton producing areas, Cotty”

(1897) found that A. flaws and A.tamarii incidence differed between
geographlc areas and that A. flaws incidence was correlated with hlgh

[U.,T waw) minimum temperatures and inversely correlated 1 with latitude. Oodum et at~
(19975 looked at the spatial and temporal patterns of the S and L strains in

Yuma County, Arizona. The highest .incidence of $ strain isolates was.

{)durmg cotton boll formation and the highest A. ﬁavus propagule den5|ty in

the soil was_in the summer Horn and Borner” (1'999) "looked "at " soil
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populations of Aspergillus species of the section Flavi along a transect from

eastern New Mexico through Georgia to eastern Virginia, There was a large
population variation in the 166 cultivated fields with _high densities of the

section Flavi centered from east:central Texas to south-central Georg[a A _
flavus was the dominant species along most of the transect. The S.sfrain §S n
was mostly--in.the..cofton .growing..regions of east.central Texas and TX —

P S S L T

Louisiana. A. parasiticus mmdence was highest from south-central Alabama [ 'S 1

to eastern Virginia. A. nomius _was _detected only, in.louisiana and

Mississippi. Georgia and Alabama had the highest Flavi section soil
populations and western Texas had the lowest populations. Horn and
Dorner (1999) suggested that-tte-population differences were related to
drought.and.soil.temperatures. |t would be interesting if there were similar
population changes in transects from cultivated soils taken in the United
States from the Canadian border to south Florida. Most likely soil
populations and the risks of aflatoxin contamination are influenced by
weather patterns, soil moisture and soil temperature, with hot dry soils
favoring the Aspergillus section Flavi.

Cyclopiazonic Acid Producing Fungi

Cyclopiazonic acid is produced by several Aspergillus and Penicillium
species in addition to being produced by A. flavus. The fungi that have
been reported to produce cyclopiazonic acid include P. verrucosum, P.
camembertii, P. patufum, P, puberulum, A. versicolor, A. oryzae and A. tamarii
(Wilson and Abramson, 1992). There is little information on the
importance of cyclopiazonic acid in crops, so further mvestlgatlon on
factors affecting cyclopiazonic acid incidence is warranted.

Sterigmatocystin Producing Fungi

Little is known about sterigmatocystin and the fungi that produce the
toxin. . Studies in Japan and Canada by Sugimoto et al. (1976) and
Abramson et al. Mills (1983) detérmined the relationship between. A,
versicofor and production of sterigmatocystin in postharvest storage. The
other aspergilli that produce sterigmatocystin include A. rugulosus, A.
nidulans, A. flavus, A. parasiticus, A. chevalieri, A, ruber, A. amstelodami, A.
aurantobrunneus, A. quadrilineatus, A, sydowii and A. ustus. Sterigmatocystin
can also be produced by penicillia including P. griseofulvum, P. commune
and P. camembertii (Wilson and Abramson, 1992). Little is known about,
the potential for. sterigmatocystin production by these fungi . |n nature
Non- aflatoxlgemc A. flavus and” A paras;trcus could possibly have the
aflatoxin biosynthesis pathway blocked in such a way as to be potentially
efficient producers of sterigmatocystin or sterigmatocystin derivatives.
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Ochratoxin Producing Fungi

A. ochraceus is likely the most important Aspergillus species involved
with ochratoxin A contamination in storage. Possibly this fungus occurs
before harvest or during drying and curing which could result in ochratoxin
A contamination at harvest in some situations. Ochratoxin A found in
cereals in storage is primarily produced by growth of Peniciffium verrucosum
, and perhaps the associated Aspergillus species, A. ochraceus and A.
cstianus (Frisvad, 1995). However, Frisvad (1995) questions whether A
ostianus actually produces ochratoxin A sensu stricto. Naturally occurring
ochratoxin A has not been linked to Aspergillus_species in.grain stored in
warm climatés but has been found in-stored coffee beans invaded by A.
ochraceus (Frisvad, 1995).

A partial list of the Aspergillus and Penicillium species that have
been reported to produce ochratoxin A includes: A, afliaceus, A. carbonarius,

. A. melleus, A. niger var. niger, A.: sulphureus, A. sclerotiorum, A. niger var.
awamori, A. ostianus, A. petrakii, P. verrucosum, P. palitans, P. commune, P.
purpurascens, P. variable and P. chrysogenum. (Wilson and Abramson, 1992;
Hocking, 2001; Abarca et al,r 1994; Heenan et al. 1998; Horie, 1995).
Most of the Aspergillus species are closely related to A. ochraceus and are
in the subgenus Circumdati, section Circumdati, with A. carbonarius, A
niger var. niger and A. niger var. awamori being in the subgenus Circumdatt,
section Nigri. Apparently the biosynthetic pathway for ochratoxin
production is common in several Aspergillus and Penicillium species.

Most likely there are only a few species responsible for ochratoxin A
contamination of foods. The Penicillium species that occur and produce
ochratoxin A generally occur in temperate zones whereas the Aspergillus
species are most likely more important in warmer zones of the world. Itis
not clear which of the Aspergillus species in addition to A. ochraceus may

. be important. In addition, it is not certain if ochratoxin A contamination is
only a storage problem or perhaps a dual field and storage problem. The
report of A. ochraceus infested coffee bkerry borer acting as a possible |
vector of A. ochraceus (Vega-and Mercadier, 1998) . suggests -that.-the
possibility of preharvest ochratoxin A contamination of coffee needs to be .
investigated in the same ways as preharvest aflatoxin was investigated. It
is not apparent_exactly.which_of the ochratoxigenic. aspergilli produce
ochratoxin A in warm subtropical and tropical climates, but £. vermicesum.
and A.ochraceus are both likely to be important in temperate climates.
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The aflatoxins, cyclopiazonic acid and possibly ochratoxin A can be
produced in the field, during the growing season or in the curing and drying
processes prior o siorage. Little is known about ochratoxin A
confamination in the field. Vega and Mercadier (1998) isolaled A
ochraceus from adult coffee berry borers isolated from coffee beans in
Uganda and Benin. The coffee berry borer is a major insect pest of coffee.
Preharvest and postharvest insect vectors of A, ochraceus and insect
damage may be important in increasing the risk of ochratoxin A
contamination. Bucheli, Kanchanomgi and Pittet (2000} stated that sun
drying of coffee cherries consistently led to ochratoxin A formation in the
pulp and parchment (husks) of the cherries in Thailand. Dried beans
contained about 1% of the ochratoxin A found in husks. Maturity of the
coffee cherries at harvest affected the susceptibility of the crop to
ochratoxin A contamination. Many more sludies are needed to understand
the factors that affect ochratoxin A contamination in coffee and all other
susceptibie crops.

The aflatoxins, cyclopiazonic “acid and sterigmatocystin can ali be

itz e ] s g

}produced by A.flavus \?Jhﬂe’"“‘?l parasiicus” s not known to produce

/ cyclopiazonic acid. Wilson (1995), Wilson and Abramson (1992), Wilson
and Payne (1994), Payne (1998), Dowd (1998), Widstrom (1992) and
others have reviewed preharvest mycotoxin contarmination in crops and we
will only add a few observations to the generally accepted views on
contamination Aflatoxin and most likely cyciopiazonic acid Contamination

" Climate in the productlon area s the most |mportant factor
influencing the preharvest contamination of corn, peanut, cottonseed and
tree nuts with aflatoxin. Dry weather and droughts are very important
prerequisites for contamination of corn, cotton and peanut. Thus in lowa,
- aflatoxins _are_occasionally seen._.in corn_before. harvested during the
; summers with_late_season drought. In Georgia, weather related aflatoxin
" contamination is chronic, but is most severe in dry years. Irrigation of corn
in North Carolina is effective in reducing aflatoxin contamination in corn
while Iin  Georgia, lrrigation is not always eflective in reducing
contamination. Insect damage is related 1o increased aflatoxin content in
many crops. However, temperature and moisture effects. override..the..
| insect effect. The insect effects depend on the time of planting and
maturity of corn in Georgia. Late planted corn often has less aflatoxin
contarmination but more insect damage than early planted corn. OCther
stress factors such as plant density, fertility and plant disease interact with
the environment 1o increase or decrease the risk of aflatoxin contamination.
Widstrom (1992) described the infection and colonization period of corn by
A. flavus between silking at about 60 days after planting unti{ physiological




maturity at about 120 days. There was increasing damage to the ear by
insects from silking to harvest at 135 days after planting. There was a
continuous post-infection aflatoxin accumulation from silking to harvest.
The optimal temperature for corn production is lower than the optimal
_ temperature for A. flavus growth and insect damage. Consequently, there
are positive correlations between the average temperature, aflatoxin
contamination and insect damage. This is especially evident when
temperatures become too high for optimum corn growth. Widstrom (1892)
used data from planting date studies in Georgia to illustrate the effects of

temperature on aflatoxin contamination at harvest. Ears that are
developing and maturing when the temperature is 28 - 320 C are much

more susceptible to aflatoxin contamination than ears that develop at lower

temperatures when the corn is planted later. The insect damage effects

were not as important as the temperature effects in the planting date

study. However, planting corn late is not an effective control measure
because late planting of corn results in a reduced yield and it s not
profitable to grow corn under these conditions. In corn as well as in

peanuts and cottonseed, cyclopiazonic acid contamination most likely
parallels the incidence of aflatoxin contamination. We do not have any
absolutely effective management strategies for aflatoxzn control other than

growing crops in low risk areas.

Management of aflatoxin contamination of preharvest peanuts was
reviewed by Wilson (1995). The most important factors favoring and
controlling contamination include location, soil moisture, soil temperature
and insect activity. Mites, lesser corn stalk borers in the United States and
probably termites in We efficient vectors -of..the A. flavus group.
Damage by these thsects creates & favorable habitat for growth of the fungi
and aflatoxin production. Aflatoxin content of peanuts is most affected by
the soil moisture and temperature but aflatoxin contents may also be
increased Wdamage Late season irrigation ificreasss soil moisture
and decreases soil temperature and is an effective way to lower aflatoxin
content in mature kernels. Management factors other than irrigation, such
as plant nutrition, fungicide applications, insecticide applications  and.
harvesting technigues can ail have effects on the final quality and aflatoxin
content. Aflatoxin contamination of peanut is guite dependent on the
climate and the geographic location. The damage and the rate of drying of
peanuts after digging until storage can also have major effects on quality
including aflatoxin contamination. The probability of successful preharvest
control in peanut is highest in irrigated fields because soil moisture and
temperature can be affected by irrigation. Sorting the peanuts to remove
damage is also a fairly effective way to remove | aflatoxzn contaminated
kernels. The United States marketing system is” “désigned to~facilitate
aflatoxin management and the system is somewhat effective in years when
there is not a severe hot and dry growing season. In years with severe




drought, the buying-point marketing system is not very effective and
aflatoxin removal methods have to be carefully implemented by peanut
shellers and manufacturers of peanut products.

Aflatoxin contamination in cottonseed is primarily related to the
environment. 1t is mostly associated with desert environments in the
United States and elsewhere where the temperature and water stresses on
the growing plants are outside the optimum for the plant to develop
properly. Scientists at the USDA laboratory in New Orleans have made
many advances in understanding the relationships of the cotton plant to
the insect and environmental stresses, but the.environment overrides..all
practical control measures, Therefore, detoxification and alternative useé

research studies are sorely needed to insure that the contaminated
cottonseed has a market outlet,

Designing management strategies for tree nuts, especially the Brazil
nut, is- an even greater challenge than the dilemma faced by cotton -
producers in Arizona. The Brazil nut tree is a major overstory component
- of the South American Amazon basin forest region and the Brazil nut is an
extractable product of Amazonia. The very large trees grow in the forest,
not in plantations, so the production of nuts cannot be managed in any
practical manner. .The nuts fall to the ground enclosed in cannonball-like
structures about the size of a grapefruit during the rainy season. The
seeds are arranged in the woody coconut-like fruit similar to the way
orange slices are in oranges. The nuts are gathered by hand after the
coconut is opened using a machete and then they are carried in bags to
collection places in the forest for transport to processing facilities after the
rainy season. The nuts are very resistant to decay and insects, but A. flavus
group species freguently grow on the stored product which results in
aflatoxin contamination. There is—a-iremendous need to develop
postharvest strategies for sorting and other aflatoxin control measures in
this tropical region. “Marketing of the Brazil nut is a good example of the
conflict we often see between governmental regulations and global needs
for the protection of the environment. The earth’'s climate benefits from
the Amazon forest while local consumers, as well. as.those.in other
countries, need to be able to purchase products that are safe. Excluding -
the Brazil nut from the markets in either the developed or developing
countries may have a minimal effect on the aflatoxin risk in the developed
and developing countries, but cutting all the Brazil nut trees for timber
would have a negative global weather consequence. The biological factors
leading to aflatoxin contamination of corn, peanuts, cotton seed and Brazil
nut are similar in some respects and very different in others. Designing
ways to insure that aflatoxin contamination is not a human health risk is .
complex. Multi-disciplinary approaches are needed to accomplish the goal
of providing safe wholesome food worldwide, not just in the developed
countries.
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Storage Factors

Fungal deterioration of foodstuffs in storage is a complex issue
depending on the habitat and the storage conditions. The growth of fungi
in stored grains and oilseeds has been well described and reviewed many
times and the important factors need not be repeated here. Recent reviews
include those by Ominski et al (1994), Frisvad, (1995), Lacey and Magan,
(1991), Abramson, (1991) and the books edited by Chelkowski, (1991),
Sauer, (1992), and Jayas et al. (1995).

The literature on storage is extensive and the basic biological,
moisture and structure requirements are readily available elsewhere. There
are a few considerations relating to storage that are worth mentioning in
relation to the aspergilli. First, the concept of field versus storage fungi as
elaborated by Christensen (1974) was based on work done in a temperate
climate in Minnesota. The incidence of many of the so-called storage fungi,
particularly the aspergilli, that occur.in the field increases as crops are
produced from the higher to lower latitudes, so location is an important
factor. The aspergilli that are present on crops as they enter storage are
more common in the warmer and humid climates so the fungal succession
in storage is dependent on location and temperature. Therefore, A. flavus is§
a storage fungus in Minnesota and_Kansas and a field and storage fungus
_in Wwarmer_climates like Georgia. . The climatic facfors related fo -
colonization and warm temperatures can result in a rapid accumulation of
aflatoxins in the field as well as in storage in the warm humid, subtropic
and tropical climates. There is a great need to do field and storage
studies from high to low latitudes to define the location and environmental
effects on mycotoxin contamination.

Lacey and Magan (1991) critically examined the relatlonshlps between
the fungi, water content and temperature in cereal grains. Beti et al.
(1995) found that maize weevils facilitate the growth of A. flaws in stored
corn by acting as vectors for inoculum and by increasing the mojsture
content as well as increasing the surface area susceptible to fungal
colonization. Aflatoxin accumulation can-be-quite profound. in.corn:with
weevil activity even in stored corn with initially low populations of A, flavus.
We have seen that same situation in Georgia, but-it.is.interesting that once
the stored corn accumulates high.aflatoxin concentrafions the active weewl
populatlon rapld[y decreases In many parts of the world maize is stored
locally by smallholder producers and consumers. Udoh et al. (2000)
studied the storage structures in five agroecological zones of Nigeria and
related the storage practices to aflatoxin content. Corn stored in
polyethylene bags was particularly prone to aflatoxin contamination
because of moisture retention as was the corn with insect infestations.
Farmers in Nigeria were not eager to accept new methods for storage and
there were many storage situations that could be improved to help
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maintain gquality. The major problems observed usually related to the
maize moisture content, insect activily, ear damage and the lack of sorting
the maize for quality before storage. There is a critical need for research
on effective and acceptabie ways to improve smallholder produced maize
and other products when they are stored in developing countries in the
warmer regions of the world.

There is not enough information about the conditions affecting
accumulation of cyclopiazonic acid, sterigmatocystin and ochratoxin A by
aspergilli in storage situations worldwide to draw meaningful conclusions
that have not aiready been addressed by authors like Abramson (1921} and
Mababe and Tsurta (1991)

BIOLOGICAL CONTROL STRATEGIES

Biological control of mycotoxigenic fungi by competition,
reptacement or exciusion of toxin preducing fungi has a great appeal.
However, is this a practical appreoach that farmers can safely and profitably
implement? The use of competitive microorganisms and mycoparasites to
control the growth of fungi in field and storage situations has not often
proved practical.

Wilson et al, (1986) used several A. flavus and A. parasificus mutants
to study infection and afiatoxin accumuiation in preharvest corn. One white
A. flavus mutant did not produce any of the aflatoxins in culture and was
somewhat effective in reducing aflatoxin contamination in wound
inoculated ears when compared to the unireated check. However, the
aflatoxin content rapidly increased over ail other treatments in ears .
inoculated with the non-toxic mutant 20 days post-silk and then infested at
55 days post-sitk with maize weevils exposed to a wild type A. flavus. Corn
plots have been regularly inoculated for many years in Georgia and the
aflatoxin content at harvest can easily be affected by the toxin producing
abitity of the A. flavus or A, parasiticus used as inoculum. Thus, inoculation
with low aflatoxin producers may lower aflatoxin content in certain
situations.

Unfortunately nature does not always cooperate and the
environmental effects on the corn piant and associated microfiora cannot
be predicted for ali situations. Most often in years that favor preharvest
aftatoxin accumulation the A. flavwws that is the most aggressive in
colonizing the ears is the one that has the major effect. f the last isolate !

to invade is a weak_aflatoxin producer, then little aflatoxin may be found.
However, if the final invader is a proficient producer then high
concentrations of aftatoxin may be seen. Biclogical control is not
particuiariy needed in years with iittle risk of preharvest contamination but
biological control needs to be extremely effective in high risk years. We
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have never been able to obtain consistent results in our inoculation trials
using aflatoxin producing isolates in preharvest corn and peanut trials.
Therefore, it may be unlikely that field apptied non-toxic isotates will
consistently reduce contamination, particularly in the years where there is
a very high risk of contamination,

Witl et al. (1994) evaluated field inoculation technigues for screening
peanut genotypes for resistance to aflatoxin contamination. The primary
goal was to decrease the number of plots that did not accumuiate aftatoxin
in the peanuts. Application of a mixture of aflatoxigenic A. flavus and A
parasiticus inoculum in Georgia did not significantly affect the aflatoxin
content of the harvested peanuts but it usually decreased the number of
plots that had tittle aflatoxin in the harvested peanuts. The use of the A,
flavus/A. parasiticus infested corn matrix at planting did not affect soit
populations of the A. flavus group at harvest but when the matrix was

applied about 60 days after planting, the soit populations of the A, flavus
group were increased,

inoculate seoil in peanut plots in 1987 for studles carried out in 1987, 1988
and 1989. They reported that the biocompetitive agent was not found in
unireated soit but that soil populations of this fungus at harvest were
dependent on the initial inocutum levet. The fungus persisted in the soil
from 1987 to 1988 and the soil poputations of the introduced fungus
increased from the time of planting until harvest, The 1987 peanuts
contained from 4 to 222 ppb of aflatoxin in the edible categories from the
treated ptots with various drought stress periods. Dorner et al. (1992) felt
that aftatoxin concentrations in the edible peanut categories were reduced
from 96 to 1 ppb in 1998 and from 241 ppb to 17-40 ppb in 1989 using
the biocompetitive approach, but their experiments were not designed for
statistical analysis so they could not analyze the data using statistics.

ganuts in the damaged category in 198? 3,908 ppb , in the damaged
category in 1988 and from 6,700 to 28,500 ppb in the damaged category

\nj\x\b\jﬁ‘."

in 1989, The parasiticus  isolate  they used produced

O- methyisterlgmatocysmmere aple o measure this compound in™
the edibte and damaged categories. The ediblé categories contained 172
ppb O methylsterigmatocystin in 1988 while the damage category
contained over 13,000 ppb of O-methylisteigmatocystin.

Based on the work published by Dorner et al. (1992), it appears that
unless more effective non-toxigenic isolates have been identified this
approach wifl not result in a Georgia peanut crop that wili meet the United
States 20 ppb guideline as wetl as the 2 ppb European guideline in drought
years. If this is the case then there will be litile economic incentive for
peanut growers to use the technigue. There are other non-aflatoxigenic A.

flayus and A. parasiticus isolates that could be used in peanul or other crops
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for biological control. All potentially useful A. flavus isolates need to be
tested for their ability to produce cyclopiazonic acid, sterigmatocystin and
its derivatives as well the other toxic intermediates in the aftatoxin
biosynthetic pathway. Toxicity and disease tests in insects, mammals and
birds as well an assessment of potential human disease wili also need to be
done. The allergic_properties of the fungus to humans_ should be an S

important issue in the risk considerations.

Cotty (1990) has spent many years developing biolegical conirol
strategies for aflatoxin contamination reduction in cottonseed in Arizona,
He has been able to show a reduction of aflatoxin Bl contamination from
66,240 ppb to 650 ppb using his best non-afiatoxigenic A.flavus isolate,
strain 36, to inoculate bolls 30 minutes after inocuiation with a toxin
producing strain. He reported that strain 36 could be used to drastically
reduce aflatoxin contamination in cottonseed when it was used fo
artificially inoculate bollis, Cotty and Bayman (1993) reported that
co-inocufation with the non-toxic strain 36 and the toxic strain 13 resulted
in a reduction of the aflatoxin content by 82-100% in three tests. The
numeric comparisons in ppb of aflatoxin B1 from the tests are in test one
- 76,000 ppb reduced to 13,680 ppb, in test two - 176,000 ppb reduced to

_ not detectable and in test three - 444,000 ppb reduced to 4,400 ppb.

. Apparently Cotty's biological control approach has been somewhat more

- effective in the field and he has been able to obtain an experimental use

; permit from the EPA for use in Arizona.

F A. flavus usually produces B1 and B2, It is possible that the TLC
method used by Cotty (1980) used did not separate the compounds
completely because thin layer piates or development solvents do not always

L separate the aflatoxins. t is also possible that Cotly preferred to report

4 only B1 results. However, it is very unclear why there was a change in the

cottonseed {ppm} in test one can easily be mlsmterpreted by thinking this
is a reduction from 76 to 13.7 nancograms/gram of cotionseed (ppb).
Aflatoxin concentrations of 76 and 13.7 ppm are both acuiely toxic to
animals while 76 and 13.7 ppb are below the United States FDA Action
Levels for cottonseed to be used for specific animal feeds. The threshold
for aflatoxin concentrations in cottonseed to be used for immature and
dairy animals is 20 ppb while there is a maximum of 400 ppb aliowed for
cottonseed to be used for several other animal feeds.

The major pitfall in the widespread application of A, flavus in the
environment may be unrelated to aflatoxin production. The potential
human, animal, bird and insect disease risks from A. flaws have to be
carefully examined, Furthermore, the possibitity of increasing the
incidence of human allergy problems related to A. flavus in the areas where
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the A, flavus is applied has to be determined. Certainly this is a worthwhile
research approach. But we must be careful that in our research efforts to
alleviate one marketing problem associated with affatoxins or other
mygcotoxin contamination that we do not create other severe long term
health or environmental problems. There are also serious food
adulteration questions that will have to be addressed. When a farmer
intentionally applies a known human aliergen that is also a potential human
pathogen, such as a neon-aflatoxigenic A, flavus to his crop, does he .......
adulterate his product as defined by the federal pure food laws and make it "
tnmarketable in the United States? Certainly if a farmer is judged to have
adulterated his crop he will lose the market and make no profit.

There are currently avajlable commercial detoxification methods for
aflatoxin contamination of cottonseed that can be used. There should aiso
be research on alternative uses of cottonseed that will not be as affected
by the excessive aflatoxin content associated with particutar desert
locations.

MARKETING, REGULATION AND RISK MANAGEMENT FACTORS

The farmer looks at mycotoxin management in his crops and
products in a much different way than the buyers, regulatory agencies,
processors and consumers of the products. From a human health
standpoint there has to be a minimal risk to the consumer of foods and
feeds, However, for mycotoxins like the afiatoxins and ochratoxin there is
no. way to eliminate them. from all products and we are forced into
developmg management strategies. The strategies have to be tailored for
the mycotoxin of concern, the product, the marketplace and the
geographical location of the consuming public. if the developed countries
do not maintain markets and uses for many of the products then we just
shift the health and economic risks to the developing countries. Therefore,
there is a need for suitable sorting, detoxification and utilization method
development to lower the risk woridwide.

First and foremost, there is a need for worldwide harmonization of

mycotoxin regulations. Currently there is one ‘set of guidelines for the
United States, another for the European Union, and many other guidetines
in developed and developing countries. The current situation creates chaos
in the international marketplace. Even in the United States the FDA
guidelines for shelled raw peanuts in the market are higher than the peanut
industry requires in purchase contracts. Given the fact that the sampling
error in peanut lots always contributes the greatest variation in the
analysis, one must ask is there really a difference in the risk to human
health in raw shelled peanut lots containing 25 ppb, 20 ppb, 15 ppb, 10
ppb., 5 ppb or even 2 ppb total aftatoxins? it is doubtiul that we can
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reliably measure aflatoxin concentrations in peanut lots with great enough
accuracy to answer this question (Whitaker and Park, 1994). The second
question that is also logical is why the European Union regulations are 2
ppb in finished products? |s this regulation based on a realistic risk
analysis or is this a way to manage the marketplace and protect locally
produced products? One difference between the two approaches may be
that the United States produces products that are at risk for aflatoxin
contamination and the European Union is at a very low risk for aflatoxin
contamination in the products produced in the member countries. The
different regulations make sense from the standpoint of the risk related to
domestically produced products. However, both the United States and
European Union regulations may exclude many products such as Brazil
nuts, pistachio nuts, peanuts, corn, figs and other commeodities that may
be very important to the welfare of the developing countries’ economies as
well as to worldwide community health and global ecclogy. We do not
currently have easy solutions that will eliminate the risk of mycotoxins in
our food. We need to have logical and fair approaches that are effective in
managing the actual health risks rather than perceived risks. At the sixth
ICRISAT regional groundnut meeting for western and central Africa held in
Mali in 1998, Mr. P. Dimanche from CIRAD-CA in France talked about
recent trends in European aflatoxin regulations and said "The regulations
for tolerance levels have been laid down in response to concerns for human
health. These regulations have continued to become increasingly stringent,
as the tolerance_tevel_is_directly linked-to_the development of increasingly
refined methods of analysis.” (Dimanche, 2000). The danger may be that
the regulatory community may be willing to set the maximum limits in
international commerce based on current analytical capabilities, rather
than on realistic heaith factors.

There can be no argument that there is no defined "no effect level”
for aflatoxin but there are multiple ideas about what the realistic allowable
risk should be. |t seems that a large part of the regulatory approach often
depends on latitude and the probability of contamination of locally
produced products. H is not possible to remove A flavus or other fungi
from the environment so_we must develop. _mechanisms_1io._minimize
aflatoxin _exposure while understanding that mankind cannot totally
eliminate the.health.risks. There are similar risk issues 165 about 6Ehratoxin
and there will be continuing risk considerations about other mycotoxins.
Many of the developed countries have been slow in establishing guidelines
on locally produced products when a particular mycotoxin occurs in the
marketplace. The European Union has published proposed tolerable daily
intakes for ochratoxin A while also considering local and import regulations
for commeodities such as coffee. This approach seems logical and makes
much more sense in the long run than basing mycotoxin regulation on
analytical capabhilities,
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CONCLUSIONS

Mycotoxin contamination of foods by the aspergilli is a very
complicated issue. The biological factors allowing the growth of the
Aspergillus species that produce mycotoxins are dependent on the fungus,
the product and the location. Aspergillus species tend to be more
prevalent in the warm, sub-tropical and tropical climates than in temperate
climates. We cannot eliminate mycotoxin contamination from our
foodstuffs, but we should strive to. minimize their adverse effects by using
the best practices possible. Mycotoxin contamination is a global issue and
perhaps the developed countries tend to overemphasize the risks while the
developing countries may tend to underestimate the risks. Therefore we
need to work together to improve food security and food safety worldwide
in order to foster international cooperation and develop or maintain
markets and protect human health.

Mankind cannot manage all aspects of the food supply and there is a
point where we have to admit some risks are presently unavoidable. The
August 2000 issue of the National Geographic Magazine article *Fungi” had
a sentence that seems to be very appropriate: “Intentional or not humans
and fungi are partners from cradle to grave.” (Murawski, 2000). The
chalienge posed is simply how can we devise ways to utilize minimally
contaminated products in the marketplace even if it means that effective
resorting, processing-and detoxification treatments may be necessary?
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The need for uniform standards, methods and reporting
of data from biocontrol studies using atoxigenic
Aspergillus flavus and A. parasiticus.

David M. Wilson

Department of Plant Pathoiogy
Coastal Plain Experiment Station
- P.O. Box 748

University of Georgia

Tifton, GA 31793

‘phone 229 386 3368 fax 229 386 7285 email
dwilson@tifton.cpes.peachnet.edu

Abstract : :
This is an open request for the industry and scientific
community to develop uniform standards for reporting
results concerning aflatoxin contamination and fungal
incidence in biocontro! studies. The results need to be
presented in ppb and the fungal field studies need to be
logical and based on the probable fate and persistence of
the biocontrol fungi. The studies need to take into account
the agricultural, processing and consumer environments as
well as regulations and human health concerns.

Rationale for developing uniform standards, methods

and data reporting

s Aflatoxin concerns - Many times resuits from biocontrol
studies are not reported in ppb but are presented in ppm
or in percent aflatoxin reduction so there is not a uniform




standard for comparison.

e Target concerns - The FDA has several aflatoxin guidelines
so different crops and uses may have different afiatoxin
goals.

e Fungal concerns - The fate and persistence of applied fungi
need to be monitored in the field, in marketing , in
manufacturing and through consumer utilization.

Specific concerns about toxin and fungal reporting.

o Cottonseed - Report results in ppb and define if the target
is 400 or 20 ppb.

» Corn - Report results in ppb and specify use requarements

e Peanut - Report results in ppb and specify risk and grade
category - eg. sound, mature, immature and damage
category. Evaluate all biocontrol isolates for plant disease
potential in seed and in the field.

« Fungal studies - Monitor populations at least weekly in the
air, in the soil, on the plants and movement outside.of the
field.

* Make sure that the risk assessments on plants insects,
mammals and humans takes into acccount that the fungf

- in this group are efficient saprophytes and poor invasive
pathogens. - This means that risk and pathogenicity
studies will rarely be meaningful and fruitful unless the
organisms being tested are under stress. For example

,W honey bees might be susceptible when they have

j underlyfng-stress factors but be_resjstant when the hive.is
healthy For plants A. flavus is rarely a pathogen unless
there are suitable environmental or biological stresses so
risk and pathogenicity studies need to take this into
account. Mammals are apparently normally resistant to
infection unless there are underilying impaired immunity
factors or treatment with such things as cortiosteroids.
Thus, studies on the risk factors-need to be carefully
constructed taking into account the nature “of the fungus
as a potential pathogen of humans. Also, the allergenic
properties of the fungus must be seriously taken into
account.

899%/? /




Recommendations

‘o Aflatoxin assessment - Use appropriate methods for
measurement and report data in ppb (ng/g).

» Crop assessment - Specify the intended use of the crop. EU
requirements and US requirements are different for foods
and feeds so the goal should be stated.

e Fungal assessment - Monitor fungal populations in the air,
soil and on the plant through harvest. Monitor the product
from the field to the consumer. Design and conduct

- proper risk assessments for the fungus that are based on
published information on the conditions favoring invasive
disease or allergy responses. '

Conclusion ,

» Aflatoxin control is a serious challenge for United States
farmers. It is a marketing as well as a public health issue
and there are no easy solutions. However, it is in no one’s
best interest for the agricultural research community to
use different standards for evaluating the different
strategies for aflatoxin management in farm products. We
should not use one set of standards for marketing and a
different set of standards for biocontrol research.
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SUMMARY: We, the Fish and Wildlife Service (Service), designate 137
areas along the coasts of North Carolina, South Carolina, Georgia,
Florida, Alabama, Mississippi, Louisiana, and Texas as critical habitat
for the wintering population of the piping plover (Charadrius melodus).
This includes approximately 2,891.7 kilometers (km) (1,798.3 miles
(mi)) of mapped shoreline and approximately 66,881 hectares (ha)
(165,211 acres (ac)) of mapped area along the Gulf and Atlantic coasts
and along margins of interior bays, inlets, and lagoons.
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The population of piping plovers that breeds in the Great Lakes

States 1s listed as endangered, while all other piping plovers are
threatened spectes under the Endangered Species Act of 1973, as amended
(Act). All piping plovers are considered threatened species under the
Act when on their wintering grounds. Critical habitat identifies
specific areas that are essential to the conservation of a listed

species, and that may require spectal management considerations or
protection, The primary constituent elements for the piping plover
wintering habitat are those habitat components that are essential for -
the primary biological needs of foraging, sheltering, and roosting, and
only those areas containing these prirnary constituent elements within
the designated boundaries are considered critical habitat. The primary
constituent elements are found in coastal areas that support intertidal
beaches and flats (between annual low tide and annual high fide) and
associated dune systems and flats above annual high tide. Section 7 of
the Act requires Federal agencies to ensure that actions they

authorize, fund, or carry out are not likely to adversely modify
designated critical habitat. As required by section 4 of the Act, we
considered economic and other relevant impacts prior to making a final
decision on what areas to designate as critical habitat.
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Texos (Maps were digitized using
1995 and 1996 DOQCs and Natienal
Oceanicand Atmospheric
Administration’s (NOAA) Medium
Resolution Digital Vector Shoreline)

Unit TX-1: South Bay and Boca Chica,
2,820 ha {7,217 ac) in Cameron County

The boundaries of the unit are:
starting at the Loma Ochoa, following
the Brownsville Ship Channe!l 10 the
nertheast out into the Guif of Mexico to
MLLW, then southalong a line
describing MLLW to the mouth of the
Rio Grande, proceeding up the Rio
Grande to Loma de Las Vacas, then frem
that point along a straight line north te
Loma Ochea, The unit does not inciude
dansely vegetated habitat within those
boundaries, It includes wind tidal flats
that are infrequently inundated by
seasonal winds, and includes the tidal
flats area known as South Bay. Besches
within the unit reach from the mouth ef
the Rio Grande northward to Brazos
Santiago Pass, south of South Padre
Island. The southern and western
boundaries follow the change in habitat
from wind tidal flat, preferred by the
piping plover, to where densely
vegetated habitat, not used by the piping
plover, begins and where the
constituent elerments no lenger occur.
The upland areas extend to where
densely vegetated habitat, not used by
the piping plover, begins and where the
constituent elemenis no lenger ocecur
and include areas used for roosting by
the piping plover. Portiens of this unit
are pwned and managed by the Lower
Rio Grande Valley National Wildlife
Refuge. the South Bay Coastal Presarve,
Boca Chica State Park, and private
citizens.

Unit TX~2: Queen Isabella Causeway, 2
ha {6 ac) in Cameron County

The area extends along the Laguna
Madre west of the city of South Padre
Island. The southern boundary is the
Queen lsabeila State Fishing Pier, end
the nerthern boundary is at the
shorefine due west of the end of Sunny
Isles Street. The Queen [sabella
causeway bisects this shore but is not
included within critical habitat. The
gastern boundary is where developed
areas and/or dense vegetation begins,
and the western boundary is MLLW,
This unit centaing lands known as wind
tidal flats that are infrequenily
inundated by seasonal winds.

Unit TX-3: Padre Island. 10,924 ha
(26,943 ac| in Cameron, Willacy,
Kenedy, and Kleberg Counties
This unit consisis of four subunits:
{t) The southern boundary of this
subunit is at Andy Bowie Cosinty Park

in Seuth Padre Island, and the northern
boundary is 1he south boundary of
PAIS. The eastern beundary is MLLW in
the Gulf of Mexico, and the western
boundary is MLLW in the Laguna
Madre. Areas of dense vegetation are not
included in critical habitat. This subunit
includes lands known as wind tidal flats
that are infrequenily inundated by
seasonal winds.

(2] The boundaries of this subunit
extend from Rincon de la Seledad to the
sontheast point of Mesquite Rincon,
continue from that peint west to the
Laguna Madre shoreline at its
intersection with the King Ranch
boundary, and fom that point 10 Rincon
de fa Soledad. This subunit includes
lands known as wind tidal flats that are
infrequently inundated by seasonal
winds.,

(3) This subunit is within the Laguna
Madre and extends from the western
houndary of PALS to the Gulf
tntercoastal Watarway. Its northern
houndary is a line extending westward
from the northwest corner of PAIS, and
s southern boundary is a line
extending westward from the southern
boundary of PALS. This subunit
includes lands known as wind tidal flats
that are infrequently inundated by
seasonal winds.

{4) This subunit extends along the
gulf shore of Padre Island from the
northern boundary of PIAS at the shore,
north to the Nueces-Kieberg county line.
The inland boundary is where dense
vegetation begins, and the seaward
boundary is MLLW. This subunit
inciudes lands known as wind tidal flais
that are infrequently tmundated by
seasonal winds.

Portions of this unit are owned and
managed by TGLO, and private citizens
with a significant portien being ewned
and managed by The Nature
Conservancy on South Padre Island.

Unit TX—4: Lower Laguna Madre
Mainjand. 4,860 ha (12,307 ac} in
Cameron and Willacy Counties

The southern boundary is an sast-
west line at the northern tip of Barclay
Island, and the soulhern boundary is an
east-west line 0.9 km (0.5 mi) south of
the boundary of the City of Port
Mansfield; the western boundary is the
line where dense vegetalion begins, and
the eastern boundary is the Gulif
Intercoastal Waterway. The unit
includes bayside lats that are exposed
during low tide regimes and wind tidal
{lats ihal are infrequently inundated by
seasonal winds. Portions of this unit are
within the Laguna Atascosa National
wildlife Refuge, are TGLO-owned, or
are privetely owned. Beaches and
interier wetlands may or may not be

used each year because of varying water
fevels, storin events, or changes in beach
characieristics and tidal regime. Water
stages vary in this area with
meteorological conditions. The upland
areas extend to where densely vegetated
habitat, not used by the piping plover,
begins and where the constituent
elemnents no longer occur and include
npland areas used for roesting by the
piping plover.

Unit TX-5: Upper Laguna Madre. 436
ha (1,076 ac) in Kleberg County

The seuthern boundary is the
northern boundary of PAtS, and the
northern boundary is the Kleberg/
Nueces County line. The eastern
boundary is the line where densa
vegetation begins, and the western
boundary is MLLW. This unit includes
a series of small flats aleng the bayside
of Padre Isiand in the Upper Laguna
Madre. it includes wind tidal flats and
sparsely-vegtated upland areas used for
roosting by the piping plover. These
boundaries receive heavy use by large
numbers of shorebirds. incinding piping
plovers. The upland areas extend to
where densely vegetated habitat, not
used by the piping plover, begins and
where the constituent elements no
ionger occur, and include upland areas
used for roosting by the piping plover.

Unit TX-6: Mollie Beallie Coastal
Habitat. 241 ha {396 ac) in Nueces
County

This unit wili be described as two
subunits:

(1) Subunit is bounded on the north
by Beach Access Road 3. on the east by
the inland boundary of critical habitat
Unit TX~7, on the south by Zahn read,
and on the west by Zahn Road.

{2) The subunit’is bounded on the
north by Gorpus Christt Pass, on the east
by US 361, on the south by the north
side of Packery Channel, and on the
west by the Gulf Intercoastal Watersay,

Some of the uplands are privately
owned and the remaining are owned
and managed by the TGLO. This unit
includes two hurricane washover passes
known as Newport and Corpus Christi
Passes, and wind tical flais that are
infrequently inundated by seasonal
winds. The upland areas extend to
where densely vegetated habitat, not
used by the piping plover, begins and
where the constituent elements no
lenger occur and fnclude upland areas
used for roosting by the piping plover.

Unit TX-7: Newport Pass/Corpus
Christi Pass Beach. 42 ha {104 ac) in
Nueces County

This unit is along a siretch of Guif
beach 8.5 km {3.3 1ni) long. I is
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bounded on the north by Fish Pass, on
the east hy MLLW, on the south by St.
Bartholomew Avenue, and on the west
by a Jine marking the beginning of dense
vegetation, Portions of the unit are
managed by the Texas Parks and
Wildlife Department as part of Mustang
Istand State Park. This unit includes
lands known as wind tidal flats that are
infrequent]y inundated by seasonal
winds. '

Unit TX-8: Mustang Island Beach. 97 ha
(239 ac} in Nueces County

This is a siretch of Gulf beach
extending from Fish Pass to the Horace
Caldwell Pier on Holiday Beach within
the City of Port Aransas, TX. The
jandward boundary is beginning of
dense vegetation, and ths gulf-ward
boundary is MLLW. This unit includes
lands known as wind tidal flats that are
infrequently inundated by seasonal
winds.

Unit TX~9: Fish Pass Lagoons. 130 ha
{323 ac} in Nueces County

This unit encompasses flets facing
Corpus Christi Bay that extend 1.0 km
{0.8 mi) on either side of Fish Pass. The
inland boundary is the line indicating
beginning of dense vegetation, and the
bayside boundary is MLLW, It includes
interior lagoons and wind tidal flats that
are infrequently inundated by seasonal
winds. This unit includes upland aress
used for roosting by the piping plover.

Unit TX~10: Shamrock Island and
Adjacent Mustang Island Flats. 87 ha
{216 ac] in Mueces County

This unit encompasses Shamrock
Island, an unnamed small sand lat to
the north of Wilson's Cut, and a lagoon
complex that extends 3.5 km (2.2 mi} to
the southwest of Wilson's Cut. Critical
habitat includes land to the line
marking the beginning of dense
vegetation down to MLLW. This unit
includes lands known as wind tidal flats
that ara infrequently inundated by
seasonal winﬁs.

Unit TX~11: Blind Oso. 2 ha (5 a¢] in
MNueces County

This unit is the flats of the Blind Qso,
part of Oso Bay, from Hans and Pat
Suter Wildlife Refuge {owned end
menagad by the City of Corpus Christi]
northeast to Corpus Christi Bay and
then southeast along the edge of Texas
A&M University—Corpus Christi. The
landward boundaries extend to where
densely vegetatad habitat. not used by
the piping plover, begins, and extends
out from the landward boundaries to
vLLW. This unit includes lands known
as wind tidal Hats that are infrequently
inuundated by seasonal winds.

Unit TX~12: Adjacent to Naval Air
Station-Corpus Christi. 2 ha (6 ac) in
Nueces County

This unit is along the shore of Oso
Bay on flats bordered by Naval Air
Station-Corpus Christi and Texas Spur 3
to a point 2.5 km {1.5 mi) south of the
bridge between Ward Island and the
Naval Alr Station. The landward
boundary is the line where dense
vegetation begins, and the boundary in
the Hay is MLLW. This unit includes
lands knowa as wind tidal ats that are
infrequently inundated by seasonal
winds.

Unit TX~13: Sunset Lake. 176 ha (435
ac) in San Patricio County

This unit is triangle shaped, with
State Highway 181 as the northwest
boundary, and the limits of the City of
Portland as the northeast boundary. The
shore on Corpus Christi Bay s the third
side of the riangle, with the actual
boundary being MLLW off this shore.
This unit is a Jarge basin with a series
of tidal ponds, sand spits and wind tidal
flats. This unit is owned and managed
by the City of Portland within a system
of city parks. Some of the described area
falls within the jurisdiction of the
TGLO, It includes two city park units
referred to as Indian Point and Sunset
Lake. Much of the unit is a recant
acquisition by the city, and management
considerations for the park include the
area's importance as a site for wintering
and resident shorebirds, This unit
includes lands known as wind tidal flats
that are infrequently inundated by
seasonal winds,

Unit TX-14: East Flats. 194 ha {481 ac]
in Nueces County

This unit s bordered on the north by
dredge placement areas bordering the
Corpus Christi Ship Channel, on the
west by MLLW i Corpus Christl Bay,
on the east by the limits of the City of
Port Aransas, and on the south by an
east-west Jine at the sourthern-most
point of Pelone Island. !t is also bisected
by a navigation channel, which is not
included in the critical habitat. A
portion of this unit at the west end falls
within State-owned {TGLO) intertidal
lands. The remainder of the unit is
privatelv owned. The upland areas
extend to where densely vagetated
habitat, not used by the piping plover,
begins and where the constituent
elements no longer occur, including
upland areas used for reosting by the
piping plever, This unit includes lands
known as wind tidal flats that are
infrequently inundated by seasonal
wingds.

Unit TX-15: North Pass. 447 ha {1,108
ac) in Aransas County

The unit is bounded on north by
North Pass, on the northwest by the line
indicating MLLW, on the southwest by
the northeast side of Lydia Ann Island,
on the south by a line running due east
from the northeast side of Lydia Ann
island, and on the southeast by the
landward boundary of Unit. This unit is
a rerniiaut of a hurricane washaover on
the privately owned San jose lsland.
The upland areas extend to wlere
densely vegetated habitat, not used by
the piping plover, begins and where the
constituent elements no longer cecur,
including upland areas used for roosting
by the piping plover. This unit includes
lands known as wind tidal flats that are
infrequently inundated by sessonal
winds.

Unit TX-16: San fose Beach. 187 ha
{463 ac} in Aransas County

This unit occupies a 33 km {20 mi}
stretch of beach from the North Jetty of
Aransas Pass at the south, to the
confluence of Vinson Slough and Cedar
Bayou at the north end of San Jose
Island. The inland boundary is the line
indicating the beginning of densely
vegatated habitat, and the gull-ward
boundary is MLLW. This unit includes
lands known as wind tidal fats that are
infrequently inundated by seasonal
winds,

Unit TX-17: Allyn's Bight. S ha {14 ac}
in Aransas County

This unit includes shoreling of San
Jose Island on Aransas Bay from Allyn’s
Bight to Blind Pass, the channel
between San Jose Istand and Mud
Island. The inland boundary is where
the line of dense vegetation begins, and
tha bay-ward boundary is MLLW. This
unit includes lands known as wind tidal
flats that are infrequently inundated by
seasonal winds.

Unit TX-18: Cedar Bayou/Vinson
Slough. 3.051 ha (7,539 ac) in Aransas
County

Beginning at the confluence of Vinson
Slough and Cedar Bayou, this unit's
boundary follows the shore of Spalding
Cove to Long Reel, then continues along
a line extending {2.5 mil southwest of
Long Reaf to the shore of San }ose
Isiand, then along the shore of the
istand to the landward boundary of Unit
TX~16, The unit boundaries extend
landward to the line indicating the
beginning of dense vegetatiot. This unit
is 2 remnant of a2 husricane washover
area, and includes the highly dynamic
area of Cedar Bayou, the pass that
separates San Jose Island and Matagorda
Islandt, This area inciudes a small
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section of Matagorda fsland Natienal
Wildlife Refuge with much of the
remaining areas cccurring on the
privately owned istand of San Jose. The
upland areas extend to where densely
vegetated habitat, not wsed by the piping
plover, begins and where the
constituent elements ne longer occur
and include upland areas used for
roosting by the piping plover. This unit
includes lands known as wind tida! flats
that are infrequently inundated by
seasonal winds.

Unit TX-19: Matagorda island Beach.
395 ha {976 acj in Calhoun County

This stretch of beach along the Gulf of
Mexico on Matagorda Island extends a
distance of 60 km (36 mi} from Cedar
Bayou on the southwest (where it abuts
TX-18}, to Pass Cavallo on the
northeast. The inland boundary is the
line indicating the beginning of dense
vegetation, and the gulf-ward boundary
s MLLW. This unit includes lands
known as wind tidal flats that are
infrequently inundated by seasonal
winds, The unit falls entirely within the
houndary of the Matagarda Island
National Wildlife Refuge.

Unit TX~-20; Avers Point. 397 ha (982
acj in Cathoun County

This unit is an unnamed lake on
Matagorda Island between Shell Reef
Bayou and Big Brundrett Lake, with San
Antonio Bay to the north. The unit
boundary extends landward from the
lake to the line where dense vegatation
begins and where the constituent
elements no longer occur and includes
upland areas used for roosting by the
piping plaver. This unit includes marsh
and flats at Ayers Point on Matagorda
island National Wildlife Refuge. This
unit includes lands known as wind tidal
flats that are infrequently inundated by
seasona! winds.

Unit TX-21: Panther Peoint to Pringle
Lake. 853 ha }2,133 ac} in Calhoun
County

This unit represents a narrow band of
bayside habitats on Matagorda fsland
from Panther Point to the northeast and
of Pringle Lake. The landward boundary
is the line indicating where dense
vegetation begins. and the bayward
boundary is MLLW. The unit is entirely
within Matagorda Island National
Wildlife Refuge. This unit includes
lands known as wind tidal flats that are
infrequently inundated by seasonal
winds,

Unit TX-22: Decros Point, 480 ha {1,114
ac} at the Malagorda/Cathoun County
Line

This unitincludes about 7.0 km (4.3
mi} of beach habitat around the istand
at the western tip of Matagorda
Peninsula between the natural cpening
to Matagerda Bay and the Matagorda
Ship Channel. The upland boundary is
the l?‘me where dense vegetation begins,
and the ssaward boundary is MLLW.
The adjacent upland is privately owned.
This unit includes lands known as wind
tida! flats that are infrequently
inundated by seasonal winds.

Unit TX—23: West Matagorda Peninsula
Beach. 311 ha {769 ac) of Shoreline in
Matagorda County

This unit extends 40 km {24 mi] aleng
the Gulf of Mexico Irom the jetties at the
Matagorda Ship Channel to the old
Colorade River channel. The inland
boundary is the line indicating where
dense vegetation begins, and the
gulfside boundary is MLLW. This unit
includes lands known as wind tidal flats
that are infrequently inundated by
seasonal winds.

Unit TX-24: West Matagorda Bay/
Western Peninsula Flats. 756 ha {1,868
ac} in Matagorda County

This unil extends along the bayside of
Matagorda Peninsula from 7.5
southivest of Greens Bayou to 2.5 km
(1.6 mi} northwest of Greens Bayou. The
landward beundary is the line
indicating the beginning of dense
vegetation, and the bayside boundary is
MLLW. This unit includes lands known
as wind tidal flats that are infrequently
inundated by seasonal wvinds.

Unit TX-25: West Matagorda Bay/
Eastern Peninsula Flats. 232 ha {575 &c}
in Matagorda County

This unit follows the bayside of
Matagerda Peninsula from Maverick
Slaugh southwest for 5 km (3 mi}. The
unit beging at Maverick Slough to the
nartheast and extends 5 km [3 mi} to the
southwest, enclosing a series of flats
along Matagorda Bay. The upland areas
extend to where densely vegetated
habitat, not used by the piping plover,
begins and where the constituent
elements ne longer ocour and include
upland areas used for roosting by the
piping plover. This unit includes lands
known as wind tidsl flats that are
infreqtiently inundated by seasonal
winds.

Unit TX-26: Colarade River Diversion
Delta, § ha {13 ac} in Matagorda County
This unit follows the shore of the

extreme sastern northaast corner of
Waest Matagorda Bay from Culver Cut to

Dog Island Reef. The southeastern
tidally emergent portion of Dog fsland
Reef is included within the unit, The
landward boundary is the line
indicating the beginning of dense
vegatation, and the bayside boundary is
MLLW. The upland areas includes
upland areas used for roosting by the
piping plover. This unit includes lands
known as wind tidal flats that are
infrequently inundated by seasonal
winds. .

Unit TX~27: East Matagerda Bay/
Matagorda Peninsula Beach West. 295
{728 acj of shoreline in Matagorda
County

This unit extends along Gulfbeach on
the Matagorda Peninsula from the
mouth of the Colorado River northeast
along the peninsula 23 km (14 mijto a
point on the beach opposite Eidelbach
Flats. The landward boundary is the
line indicating the beginning of dense
vegetation, and the gulfside boundary is
MLLW. This unit includes lands known
as wind tida! flats that are infrequently
inundated by seasonal winds.

Unit TX-28: Eas{ Matagorda Bay/
Matagorda Peninsula Beach East. 1290 ha
{321 ac) in Matagorda County

This unit extends along the Gulf
beach on the northeast end of Matagorda
Peninsula from a point 0.8 kr (0.5 mi)
southwest of FM 457 southivest 10 km
{6 mi.j to the southwest side of Brown
Cedar Cut. This unit abuts with Unit
TX-29 to the north. The landward
boundary is the line indicating the
beginning of dense vegetation, and the
gulfside boundary is MLLW. This unit
includes lands known as wind tidal flats
that are infrequently inundated by
seascnal winds,

Unit TX-29: Brown Cedar Cut. 118ha -
{294 ac} in Mlatagorda County

This unit extends 2 km {1.2 mi.} both
soutlivest and northeast of the main
channel of Brown Cedar Cut along the
bayside of Matagorda Peninsula in East .
Matagorda Bay, and abuts unit TX-28 to
the southeast. The landward boundary
is the line indicating the beginning of
dense vegetation, and the bayside
baundary is MLLW. The eastern
boundary of TX-29 fo!lows the change
izt habitat from mud flats prelerred by
the piping plover, to slightly vegetated
dune system adjacent to TX-28. This
unit includes upland areas used for
roosting by the piping plover. This unit
includes lands known as wind tidal flats
that are infrequently inundated by
seasonal winds.
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Unit TX-30: Northeast Corner East
Matagorda Bay. 120 ha {297 ac) in
Maragorda County

This unit is bounded on the nortl; by
the Gulf Intercoastal Waterway, on the
east by the northeast limit of Matagorda
bay up the line where dense vegetation
begins, ou the south by the boundary of
Unit TX-28, and on the west by MLLW.
[tis a system of Mats associated with
tida! channels. This unit includas
upland areas used for roosting by the
piping plover and lands known as wind
tida! flais that are infrequenty
inundated by seasonal winds.,

tnit TX-31: San Bernard NWR Beach.
166 ha (410 ac) in Matagorda and
Brazoria Counlies

This is aunit composed of Gulf beach,
8.0 km (5.0 mi), and extends from the
mouth of the San Bernard River toa
point along the beach 14.0 km (8.7 mi)
to the southwest, The land ward
boundary is the ling indicating the
beginning of dense vegetation, and the
gulfside boundary is MLLW. This unit
includes lands known as wind tidal flats
that are infrequently inundated by
seasonal winds,

Unit TX~32: Gulf Beach Between Brazos
and San Bernard Rivers. 108 ha (269 ac)
of shoreline in Brazoria County

This unit is a segment of Gulf beach
hetween the Brazos River and the San
Bernard River. This unit borders an area
known as Wolf Island, The landward
boundary is the line indicating the
beginning of dense vegetation, and the
gullside boundary is MLLW. This unit
includes lands known as wind tida] fats

that are infrequently iiundated by
seasonal winds.

Unit TX-33: Bryau Beach and Adjacent
Beach. 157 ha {388 ac) in Brazoria
County

The boundaries enclose a length of
Guif beach between the mouth of the
Brazos River and Fivl 1495. The
landward boundary is the line
indicating the beginning ol dense
vegelation, and the gulfside boundary is
MLLW. A portion of this area is owned
and managed by the Texas Parks and
wildlife Department. This unit includes
lands known as wind tidal flats that are
infrequentiy inundated by seasonal
winds.

Unit TX-34; San Luis Pass. 110 ha (272
ac) near the Brazoria/Galveston County
line

This unit extends along the Guif side
of Galveston Island from San Luis Pass
to the site of the former town of Red
Fish Cove [(USGS 1:24,000 map, San
Luis Pass, Texas: 1963, photorevision
1974). The landward boundary is the
line indicating the beginning of dense
vegelation, and the gulfside boundary is
MLLW. Approxiinately 57 percent of the
unit includes fats in the Hoodtide delta
that are State-owned and managed by
the TGLO. This unit includes lands
known as wind tidal flats that are
infrequently inundated by seasoual
winds.
Unit TX-35: Big Reef. 47 ha (117 ac) in
Galveston Counly

This unit consists of beach and sand

Itats on the north, west, and east sliore
of Big Reef, down 1o MLLW. South Jeuy

is not included. The area is currently
managed by the City of Galveston. This
unit includes lands known as wind tidal
flats that are infrequently inundated by
seasonal winds.

Uuit TX-36: Bolivar Flats, 1680 ha {395
ac) in Galveston County

Tliis unit extends lrom thie jetties on
the southwest end ol the Bolivar
Peninsula to a point on the Gulf beach
t km (0.6 mi) north of Beacon Bayou. It
includes 5.0 ki [3 mi) of Gulf shoreline.
The landward boundary is the line
indicating the beginuing of dense
vegelation, and the gulfside boundary is
MLLW. The area is leased from TCLO
by Houston Audubou Society and
managed for its important avian
resources. The upland areas are used for
roosting by the piping plover. This unit
includes lands known as wind tidal flats
that are infrequently inundated by
seasonal winds,

Unit TX-37: Rollover Pass. 6 ha (16 ac)
in Galveston County

This unit consists of Rollover Bay on
the bayside of Bolivar Peninsula. The
landward boundary is the line
indicating the beginning of dense
vegetation, and tlie bayside boundary is
MLLW, [t includes flats on State-owned
land managed by the TGLO. This unit
captures the intertidal complex of the
bay. and is bounded by thie towns of
Gilchrist to the east aud the Guif beach
of the Bolivar Peniusula to the south.
This unit includes laids known as wind
tidal flats that are infrequently
inundated by seasonal winds.

BILLING CODE 431¢ -55-P
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General locations of the designated critical
habxtat for the Wintering Piping Plover.

Seuth Bonndary TX“Z
Padre Island

zatt seashore | Detailed
TX-2

Gulf

Queen Isabella Causeway

{ See details above )
Brazas
Santiago

Pass

TX-2

Mouth of the
Rig Grande

For complete display of
TX-3, see this map and
' Texas Units: 5 and northern 3

Distance: Miles L d
0 6 12 Miles egen

@ City/Town
/v Major Road / Highway

Use Constraints: This map is intended to be used as a guide to identify the general areas
where Wintering Piping Plover critical habitat has heen designated. Included within
the designation of critical habitat are ali land areas to the mean lower low water. Refer
to the narraﬁve umit desmpnons as the precxse Iegal deﬁmnon of cntzcal habltat.

97




Federal Regisler/Vol. 68, No. 132/ Tuesday, july 10, 2001/ Rules and Regulations

36137

General locations of the designated critical
habitat for the Wmtermg Plpmg Plover.

Nucces / Kleberg
County Line
and
Northern Extent

of Unit TX-3 Padre Island

National Seashore
TX-5 and
;! ( See details northern TX-3
at right ) Detailed
Miles

Padre Isiand

Nafignal Seashore

For complete display of
TX-3, see this map and
' Texas Units: 1, 2, 4 and southern 3’

Gulf of
Mexieo

For complete display of TX4, see
" Texas Units: 1, 2, 4 and southern 3

Dlstance' Miles
0 10 20 Miles Legend

® City/Town
N Major Road / Highway

Use Constraints: This map is intended to be uzed as a gnide to identify the general areas
where Wintering Piping Plover critical habitat has been designated. Inclnded within
the degignation of critical habitat are all land areas to the mean lower low water. Refer
1o the narrative unit descriptions as the precise legal definition of critical habitat.

98




36138 Federal Register/Vol. 66, No. 132/ Tuesday, July 10, 2001/Rules and Regulations

General locations of the designated critical
habitat for the Wmtermg Plpmg Plover.

TX-15
TX-16

: Gulf of

\\\_ Mexico

I Part Arsnsasl

Horace Caldwelt Pler

and

Northern Extent
of Unit TX-8

TX-8
Wilson's Cut
Fish Pass
For complete display of
TX-7 TX-15 and TX-16 see map

Newport Pass
Packery Channel

For complete display of
. TX-3 TX-3 and TX-5 see map
e, ; TX-5 ' Texas Units: 5 and northern 3'

General Area Distance: Miles

Legend

® City/Town
N 7 Major Road / Highway

{Jse Constraints: This map is intended to be used as a guide to identify the general areas
where Wintering Piping Plover critical habitat has been designated. Inmcluded within
the designation of critical habitat are all land areas to the mean lower low water. Refer
to the narratxve unit descriptions as the precise legal definition of eritical hxbltat.

~ Texas Units: 6 to 14
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- General locations of the designated critical

’..\

habitat for the Wintering Piping Plover.

atenty; XL e

H u.\\'r‘_‘_'_'- Rt
e 'ﬁ&ransas Pass

. ' Confluence of

' Vinson Slough
and
Cedar Bayou
Lydin Ann Island et
“—~=MNorth Jetty at Aransas Pass 3 TX16
 Port Araasasl Ay o
Gulf of Mexico 0 3 6 Mils

Distance: Miles
0 5 16

Legend

@® City/Town

/Ay Major Road / Highway
; Land

- Critical Habitat

Use Constraints: This map is intended to be used as a guide to identify the general areas
wherse Wintering Piping Plover critical habitat has been designated. Included within
the designation of critical habitat are all land areas to the mean lower low water, Refer
to the narrative unit descriptions as the precise legal definition of critical habitat,
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General locations of the designated critical
habitat for the Wintering Piping Plover.

Month of
Colorado River

TX-26, also shown on map
* Texas Units: 26, 27, 28, 29 and 30"

TX-23

Matagovda Ship Channet For complete display of

TX-27, see ma
TX-22 _ -27, P ;
™\ Pass Cavallo Texas Units: 27, 28, 29 and 30

TX-19 For complete display of

TX-19, see map Gu]fl of
" Texas Units: 1Sto 21 ° Mexico
General Area Distance: Miles
e B 4 8 Legend

® City/Town
7\ Major Road / Highway
i Land

JB8 Critical Habitat

Use Constraints: This map is intended to be used as a guide to identify the general areas
where Wintering Piping Plover critical habitat has been designated. Included within
the designation of critical habitat are all lJand areas to the mean lower low water. Refer

to the narrative onit descnptmns as the precise lega.l definition uf mtical habttat.

Texas Umts' 22 23 24 25 and 26
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General locations of the designated critical
habitat for the Wintering Piping Plover.

East
Matagorda
Bay

Brown Cedar Cut

Gulf of
Mexico

\ Mouth of

Colorado River

TX-27

For complete display of
TX-23, see map
TX-23 ' Texas Units: 22, 23, 24, 25 and 26’

- TX-26, also shown on map
' Texas Units: 22, 23, 24, 25 and 26°

General Area  Distance: Miles
0 7 1401 Legend

.@® City/Town
N N Major Road / Highway

Use Constraints: This map is intended to be used as a guide to identify the general areas
where Wintering Piping Plover critical habitat has been designated. Included within
the dwignation of critical habitat are all land areas to the mean lower low water. Refer

to the narratwe unit descriptions as the precise legal definition of critical habitat.

Texas Units: 26, 27, 28, 29 and 30
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General locations of the designated critical
habitat for the Wintering Piping Plover.

E;alvesmn‘
Ishand =

Galvesion
County, TX

'|_£ake Jackson

iope v i

TX-34
San Luis

Istand San Luds

Foliets Pasy
Island
Gulf of
WMexico
Legend

® City/Town
/Ay Major Road / Highway
Land

B Critical Habitat

Use Constraints: This map is intended to be used as a guide to identify the general arveas
where Wintering Piping Plover critical habitat has been designated. Ineluded within
the designation of critical habitat are all iand areas to the mean lower low water, Refer

to the narrative unit descriptions as the precise legal definition of critical hubitat.

Texas Units: 31,32,33 and 34

103




Federal Register/ Vol 66, No. 132/ Tuesday, july 10, 2001/ Rules and Reguia{ioﬁs

36143

General locations of the designated critical

P

oy

habitat for the Wintering Piping Plover.

Galveston
Bay

HeHover

Intracoastal .
Bay

Waterway

Bojivar Beach

TX-36

Rig Reef

Seashore Park

Gulf of

TX-35 Mexico

East Beach :

in,

r:.'-- “ [—
(Gatveston]|

Distance: Mlies8 Legend

® City/Town
/v Major Road / Highway
Land
B Critical Habitat

Use Constraints: This map is intended to be used as a gnide to identify the general ureas
where Wintering Piping Plover critical habitat has been desigrated. Included within

the designation of critical habitat are all land areas to the mean lower low water. Refer
to the narrative unit descriptions as the precise legal definition of critical habitat.

~ Texas Units: 35,36 and 37

* " - Quted: [uoe 28, 2001
fosephE.Doddridge.
AgtingAssistoniSeceeraryfoifishand
wildlifeandParks.
[FR Doc. 01-16905 Filed 7-9-01; 8:45 am/
BILLIHG COOE 4318 ~15-8
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interregional Research Project No. 4
Center for Minor Crop Pest Management

Shanaz Bacchus ' March 7, 2003
Biopesticide and Pollution Preventlon Division

Room 910 '

1921 Jefferson Davis Highway

Arlington, VA 22202

(703)308-8097

. RE:  Aspereillus flavus AF-36. inor on Cottonseed

EPA Reg # 71693-R
PP# 8E5001

« Dear Shanaz;

The undersigned, Dr. Michael Braverman, Interregional Research Project No. 4, The
Technology Centre of New Jersey, 681 U.S. Highway #1 South, North Brunswick, New Jersey .
08902-3390, of the IR-4 Project submit this petition-pursuant to Section 408(¢) of the Federal
Food, Drug and Cosmetic Act, as amended, with respect to the microbial pesticide, Asperglllus
flavus AF36 on behalf of the Arizona Cotton Research and Protection Council.

List of information Submitted

8570-1 Form
Data Waivers for Health Effects

Data Waivers for Environmental Effects

Research paper in preparation for Phytopathology by Garcia and Cotty ..
“Aflatoxin Contamination of Commercial Cottonseed in South Texas”* *ertal
Efficacy data for AF-36 Texas as a public interest document™ e Teeets

* Note: The Aflatoxin and efficacy data are scientific data supplied by Pesge€otty which are
intended for journal publication and should be considered Confidential Busindss' fformatior” until
the are actually published Y eat

Technology Centre of New Jersey I
681 U.S. Highway #1 South » North Brunswick, NJ 08902-3390 » 732/932-9575 » Fax: 732/932:848}

THE STATE UNIVERS:TY OF HEW JERSEY

RUTGERS
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In regard to your questions concerning the use of AF-36 in Texas in proximity to water and the
applicability of the waivers granted for Arizona to include Texas, the target for the product is cotton
fields. In both Texas and Arizona, cotton is grown in a monoculture. While the overall environment
outside of the fields may differ, cultural practices such as ditch and furrow irrigation make the cotton
field environments quite similar for AF-36. Because AF-36is applied as a granule the product should
not drift outside of the cotton field. As shown in the attached article *Aflatoxin Contamination of
Commercial Cottonseed in South Texas” there is a very high concentration of aflatoxin already
present in cotton fields in the Gulf Coast Region. More specifically, “two sub areas showed recurrent
high contamination which are immediately adjacent to the Gulf”(page 11). Like Arizona, a delayed
harvest in Texas also results in increased aflatoxin contamination{page 15). It was concluded that the
Gulf Coast areas of South Texas are areas that should have similar biological control programs to
those used in Arizona(Page 17-18) Aflatoxin production in this area is due to the presence of
Aspergillus flavus that produce the toxin. Aspergillus flavus is present on the cotton debris left behind
in the field , cotton gin trash placed back on the field which totals about 10,000 pounds of plant debris
per acre. Aspergillus flavus is also present in corn grown in the Texas Gulf Coast. The ubiquitous
nature of Aspergillus flavus in the region means that all organisms including fish and other aquatic
organisms are already exposed to Aspergillus flavus at quantities that vastly exceed the use of the
product AF-36. The AF-36 strain is also already found in the soils and plant debris in Texas so there
is not any new introduction of the organism. The purpose of applying the product AF-36 is not to
increase the amount of Aspergillus population. The purpose is to change the proportion of the
Aspergillus community that is composed of the AF-36 strain of Aspergillus. By changing the
proportion of the Aspergillus flavus that consists of the AF-36 strain, there is a decrease of the toxin
producing strains (such as the S strain). Therefore the use of the product AF-36 would not result in
any greater exposure of fish or any other aquatic organism to Aspergillus flavus. In addition since AF-
36 reduces aflatoxin production, the use of AF-36 should decrease the amount of aflatoxin exposure
to fish and other aguatic organisms.

Yours very truly,

Wl B

Michaet Braverman, Ph.D.
Interregional Research Project No. 4
Petitioner

Per "ester
IR-4 Project C¢Srditiator | *

IR-~4 Project ceseve feeeee

Rutgers, The State University 7 of New Jersay

The Technology Centre of NéW Jersey

681 U.S. Highway #1 South
North Brunswick, NJ 08902-3390  *eeee’
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United Stales

Environmenta!l Protection Agency

Waghingten, DC 20480

v | Other

¥
Farmn Aporovsd. OMB No 2070.0040, Agppiove gxpites 2-26-95
QPP identifier Murnber

' Registration
Ameandment

Application for Pesticide - Section |

. Company/Product Numbar
71693-R

] 2. EPA Product Manager
Shanaz Bacchus

3. Proposed Ciassification

None D Heatricred

4, Compn_ny.’?toduct iNarma)
Aspergillus flavus AF-36

P

3721 E. Wier Avenue

Phoenix, Anzona 85040-2633

D Check if this is ¢ now sddrass

5. Noma end Addraas of Applicant {fnciude ZiP Code)
Arizona Cotton Research and Protection Coungil

to:
EFA Reg. No.

6. Expedited Reveiw. in accordance with FIFRA Section 3{ci{3)
(bil}, my product is simiiar or identical in composition and Jabeling

Product Name

Section - Il

. MNotitication - Explein haiow,

D Amerdmant - Explain balow,

D Resubmisszion in 1aspensa to Apency letter datad

Finsl printed tabais in fepsosre to

Aponcy iatior deted

D *Ma Too™ Appiicetion.
Othar - Expiain below,

Explanalion: Use additlonal pagels! if necessary. (Fer saction ! end Sectien iLt
Data waivers for ecological and heallh effects J eFfica ey data

®

Section - Il

t, Motaiial Thiy Praduct Will Ba Packeged In:

Child-Rasistant Packeging

Unit Packaging

Water Solubie Packeging

2, Typa of Conteinor

v

be submitted

- Yas - You Yos
" . -
. - H “Yoa" No, por if “Yea® No. per
* Certification must Unlt Puckeging wgt.  containar Pack#ge wgt containet v

Matet

Plaatic

Giless

Papar

Other $Spacityt__Sulk boxes, bags

]

M {.abe)

atian of Mat Contonts Information

| [ Containar

4, Sizeini Retsi! Containst

5. Locetion of Labai Directions

E«-_’l{ On Label

6. Manner in Which Labet (= Affixed to Produst Lithogtaph D Qthet
v Papar gluad
Stanciled
Section - IV
1. Contact Baint (Cemplats iters ditsclly bolow for identificetion of individual to be contacted, i nocassery, 1o process thiz vppkeelidd] ,
Narna Titla Tetaphons No. |include Aras Code)
Larry Antiiia Staff Director {602)428-0059 * _ _* .+
FETYES 3 N
Centiflcation 2 * 3| B, Date Application
i certify thet the stetemants | heve mads on thir form end sli attechmonts tharato ara true, accursta end comglpln, , - .
f scknow!adge that any knowlingily falso or misleading atatamast moy be punishsbia by fine or imprisonment or *_ _# .IStamped)
both indet spplioable law, sesema
AN BN . a
2. Sipnature 3. Tite eacan’ .
Staft Director nean
akee *
4, Typed Nemo / 5. Data el
H -. LR
Larry Antilia 5'__ 5"‘ - j)
L
EPA Form 85701 [Rav. 3-34) Provioua oditiens are obsolais, White - EPA File Copy {original) Yellow - Applcaet Copy
i
(8Y82E62EL S4ILBYN00YIH v-¥i-WO1d 3161 codiOB-en
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200/200°d | 200-1




Label 7915 4992 1170

From: M
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STUDY TYPE: Acute oral
USEPA OPPTS 883.3050
Acute toxicology

USEPA QPPTS 885.3550
Subchronic oral '
USEPA QPPTS 885.3600
Chronic feeding

Guideline 152-50

ACTIVE INGREDIENT: Aspergillus flavus AF-36
SYNONYMS: AF-36

REQUESTED BY: IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council

SUMMARY: An acute oral test was performed without any clinical signs or abnormalities.
Refer to MRID number 43972403 Therefore, the IR-4 Project is not requesting a waiver since
the study has been completed and submitted. Since there were no adverse effects a acute
toxicology study Tier IT (885.3550) , Subchronic toxicology studty (USEPA OPPTS 885.3600)
- and chronic feeding studies (guideline 152-50) are not required. |

STUDY TYPE: Acute dermal
USEPA QPPTS 885.3100
Primary dermai

USEPA Guideline number 152-34

ACTIVE INGREDIENT: Aspergillus flavus AF-36
SYNONYMS: AF-36

REQUESTED BY: IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council from acute dermal studies (OPPTS 885.31Q%1.
The waiver request is based on the rationale that the active ingredient is a naturally-occurrfng &0l
and plant colonizer, and that labe] language adequately protects from potential exposure agd thag
actual field use under an EUP resulted in no reposts of adverse effects. cevene ot

- .
- L] L] -

The proposed uses of AF-36 on cotton is not expected to result in adverse effeetsgs Bherefore; **
testing is not considered necessary to assess the risks of AF-36 . The IR-4 Pro_Lect' Rutoex:.:....,
University on behalf of the Arizona Cotton Research and Protection Council requgsts 2 wawer of
acute dermal testing. oo
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WAIVER REQUEST JUSTIFICATION:

The waiver request is based on the following rationales:

1. An acute oral test was performed without any clinical signs or abnormalities. Refer to MRID
number 43972403

2. The label will require applicators and other handlers to wear personal protective equipment
such as waterproof gloves, a dust/mist filtering respirator with the appropriate NIOSH approval
prefix N-95, P-95, or R-95, coveralls, long sleeved shirt and long pants, and shoes plus socks so
exposure should not be a problem.

3. Applications will involve arie] application by mixers/handlers who are licensed and trained to
even handle restricted materials.

4. At the 10 Ib/acre application rate of the formulated material, the tota] amount of active
ingredient is less than 0.01 Ib/acre.

5. Since the product is applied as a granular formulation on wheat, exposure from dnft will be
minimal. '

6. Aspergillus flavus isolate AF36 is a naturally occurring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401. Therefore,
man has been continually exposed to this organism due its natural occurrence in the environment. -

7. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the

world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosystem.

Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop

debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202. Therefore, man
has been continually exposed to this organism due its natural occurrence in the environment and
as part of crop production.

8. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on &

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A, flavus community . Refer to MRID No. 43763403,

45307201 and 45307202. Therefore, man has been continually exposed to this organism due its
natural occurrence in the environment and as part of crop production.

9. Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and

45307202
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10. The amount of A. flavus being added to the soil (10 Ib of wheat seed containing 3,000

cfu/gram) is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which i1s
often added back to the field and incorporated as organic matter.

11. A.flavus occurs widely on a wide range of crops including corn, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and

poultry feed. Refer to MRID No, 43763403, Therefore, man has been continually exposed to this
organism due its natural occurrence in the environment and as part of crop production.

12. A. flavus AF36 has been worked with at the Southern Regional Research Center for over 10
years and in commercial fields (1996 to present) and in hand picked field plots (1989 to 1994)
without report of any adverse health effects.

13 The use pattem of this product does not include uses on foods for direct hurnan consumption

Also please refer to MRID Number and Title of Previously submitted Volumes

43972403 Shelton, L (1996) Acute Oral Toxicity Study in Rats:(Aspergillus flavus
AF36).Final Report: Lab Project Number:M36AG84.6G31: Unpublished Study
prepared by Microbiological Associates, Inc. 59 p.

45307201 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus})

43763403 Cotty, P. , Hartman , C. (1995} Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

45739104  Antilia, L. ; Cotty, P. ; Braverman, M. (2002) Aspergillus flavus Isolate AF36:
Hypersensitivity Incidents: Lab Project Number 52B . Unpublished Study prepared
by Arizona Cotton Research and Protection Council, Southern Regional Research
Center and Rutgers University. 18 p.

No evidence of adverse effects: Literature from databases are inciuded in the cited volumes.
While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing
their presence in soil and plant debris and for potential exposure to man.

References Cited: See volumes mentioned by MRID number,

STUDY TYPE:Acute inhalation
USEPA OPPTS 8853150
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ACTIVE INGREDIENT: Aspergillus flavus AF-36

SYNONYMS: AF-36

REQUESTED BY: IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council

SUMMARY: An acute avian pulmonary toxicity test (MRID # 45798102) and acute pulmonary
rat studies (MRID # 45739101, 45798101, 45798201) were conducted without
infectivity/pathogenicity. Therefore, there is no need for a data waiver since these studies have
been conducted.

Also please refer to MRID Number and Title of Previously submitted Volumes

45798102 Rodgers, M. (2002) Toxicity/Pathogenicity to the Bobwhite Quail: Avian
Inhalation Test Tier 1: Aspergillus flavus AF38: Lab Project Number: UAR 005:
UAR 005/022336: PR 52B. Unpublished study prepared by Huntingdon Life
Sciences Ltd. 21 p. {OPPTS 885.4100}

45739101 Blanchard, E.; Carter, J. (2002) Asperagillus flavus AF38: Acute Pulmonary
Toxicity and Pathogenicity to the Rat: Interim Report: Lab Project Number:
UAR/008. Unpublished study prepared by Huntingdon Life Sciences, Ltd. 86 p.
(OPPTS 885.3150} '

45788101 Blanchard, E. (2002} Aspergillus flavus AF36: Acute Pulmonary Toxicity and
Pathogenicity to the Rat: Lab Project Number: UAR/004: UAR004/014518/AC:
PR 52B. Unpublished study prepared by Huntingdon Life Sciences Lid. 53 p.
{OPPTS 885.3150}

45798201 Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and
Pathogenicity to the Rat: Lab Project Number: UAR/006: UAR 006/023279/AC.
Unpublished study prepared by Huntingdon Life Sciences Ltd. 61 p. {OPPTS
885.3150}

43972403 Shelton, L (1896) Acute Oral Toxicity Study in Rats:(Aspergillus flavus
AF38).Final Report; Lab Project Number:MS6AG84.6G31: Unpublished
Study prepared by Microbiclogical Associates, Inc. 59 p.

Ne evidence of adverse effects: Literature from databases are included in the cited volumes,
While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing
their presence in soil and plant debris and for potential exposure to man.

References Cited: See volumes mentioned by MRID number.
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STUDY TYPE: 1V, LC,, LP. injection
USEPA OPPTS 885 i iciree v recerreesnns
Guideline 152-33

ACTIVE INGREDIENT: Aspergilius flavus AF-36

SYNONYMS: AF-36

REQUESTED BY': IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council ‘

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council from injection studies (OPPTS 885.). The
waiver request is based on the rationale that the active ingredient is a naturally-occurring soil and
plant colonizer, and that label language adequately protects from potential exposure and that -
actual field use under an EUP resulted in no reports of adverse effects.

The proposed uses of AF-36 on cotton is not expected to result in adverse effects . Therefore,
testing is not considered necessary to assess the risks of AF-36 . The IR-4 Project, Rutgers
University on behalf of the Arizona Cotton Research and Protection Council requests a waiver of
injection testing,

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

1. In an acute oral test was performed without any clinical signs or abnormalities. Refer to MRID
number 43972403

2. The label will require applicators and other handlers to wear personal protective equipment
such as waterproof gloves, a dust/mist filtering respirator with the appropriate NIOSH approval
prefix N-95, P-95, or R-95, coveralls, long sleeved shirt and long pants, and shoes plus socks so
exposure should not be a problem.

3. Applications will involve ariel application by mixers/handlers who are licensed and trained to
even handle restricted matertals.

4. At the 10 Ib/acre application rate of the formulated material, the total amount of active
ingredient is less than 0.01 Ib/acre.

5. Since the product is applied as a granular formulation on wheat, exposure from drift will be
minimal.

6. Aspergillus flavus isolate AF36 is a naturally occurring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401. Therefore,
man has been continually exposed to this organism due its natural occurrence in the environment.
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7. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the

world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosystem.

Quantities of A. flavus increase during crop preduction. A. flavus occurs widely on crop

debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202, Therefore, man
has been continually exposed to this organism due its natural occurrence in the environment and
as part of crop productjon.

8. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . Refer to MRID No. 43763403,

45307201 and 45307202. Therefore, man has been continually exposed to this organism due its
natural occurrence in the environment and as part of crop production.

9. Application of A, flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and
45307202. _

10. The amount of A. flavus being added to the soil (10 b of wheat seed containing 3,000

cfu/gramy} is small in comparison to the amount of crop debris nermally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter.

11. A. flavus occurs widely on a wide range of crops including com, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also commoen in livestock and

poultry feed. Refer to MRID No. 43763403. Therefore, man has been continually exposed to this
organism due its natural eccurrence in the environment and as part of crop production.

12. A. flavus AF36 has been worked with at the Southern Regional Research Center for over 10
years and in commercial fields (1996 to present} and in hand picked field plots (1989 10 1994)
without report of any adverse health effects.

13 The use pattern of this product does not include uses on foods for direct human consumption

Also please refer to MRID Number and Title of Previously submitted Volumes

43972403 Shelton, L (1996} Acute Oral Toxicity Study in Rats:{Aspergillus flavus
AF36):Final Report: Lab Project Number:M96AG84.6G31: Unpublished Study
prepared by Microbiological Associates, Inc. 59 p.

45307201 Cotty, P. (2001} Aspergillus flavus Isolate AF36: Safety Information (Seil and
Air Monitoring of Populations of A. flavus)
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43763403 Cotty, P. , Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

45739104  Antilla, L. ; Cotty. P. ; Braverman, M. (2002) Aspergillus flavus Isolate AF36:
Hypersensitivity Incidents: Lab Project Number 52B . Unpublished Study prepared
by Arizona Cotton Research and Protection Council, Southern Regional Research
Center and Rutgers University. 18 p.

No evidence of adverse effects: Literature from databases are included in the cited volumes.
While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing
their presence in soil and plant debris and for potential exposure to man.

References Cited: See volumes mentioned by MRID number.

STUDY TYPE: Primary eye irritation
USEPA QPPTS 885,
Guideline 152-35

ACTIVE INGREDIENT: Aspergillus flavus AF-36

SYNONYMS: AF-36

REQUESTED BY: IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council from primary eye intation studies (OPPTS
885.....). The waiver request is based on the rationale that the active ingredient is a naturally-
occurring soil and plant colonizer, and that label language adequately protects from potential
exposure and that actual field use under an EUP resulted in no reports of adverse effects.

The proposed uses of AF-36 on cotton is not expected to result in adverse effects . Therefore,
testing is not considered necessary to assess the risks of AF-36 . The IR-4 Project, Rutgers
University on behalf of the Arizona Cotton Research and Protection Council requests a waiver of
primary eye irritation testing.

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

1. An acute oral test was performed without any clinical signs or abnormalities. Refer to MRID
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number 43972403

2. The label will require applicators and other handlers to wear personal protective equipment
such as waterproof gloves, a dust/mist filtering respirator with the appropriate NIOSH approval
prefix N-95, P-95, or R-95, coveralls, long sleeved shirt and long pants, and shoes plus socks so
exposure should not be a problem.

3. Applications will involve ariel application by mixers/handlers who are licensed and trained to
even handle restricted materials.

4, At the 10 Ib/acre application rate of the formulated material, the total amount of active
ingredient is less than 0.01 Ib/acre.

5. Since the product is applied as a granular formulation on wheat, exposure from drift will be
minimal.

6. Aspergillus flavus isolate AF36 is a naturally occurring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401, Therefore,
man has been continually exposed to this organism due its natural occurrence in the environment.

7. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the

world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosyster,

Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop

debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202. Therefore, man
has been continually exposed to this organism due its natural occurrence in the environment and
as part of crop production. '

8. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus fiavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . Refer to MRID No. 43763403,

45307201 and 45307202. Therefore, man has been continually exposed to this organism due its
natural occurrence in the environment and as part of crop production.

9. Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and
45307202,

10. The amount of A. flavus being added to the soil (10 Ib of wheat seed containing 3,000

cfu/gram) is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter.
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11.  A. flavus occurs widely on a wide range of crops including comn, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and

poultry feed. Refer to MRID No. 43763403, Therefore, man has been continually exposed to this
organism due its natural occurrence in the environment and as part of crop production,

12. A, flavus AF36 has been worked with at the Southern Regional Research Center for over 10
years and in commercial fields (1996 to present) and in hand picked field plots (1989 to 1994)
without report of any adverse health effects.

13 The use pattern of this product does not include uses on foods for direct human consumption

Also please refer to MRID Number and Title of Previously submitted Volumes

43972403 Shelton, L (1996) Acute Oral Toxicity Study in Rats:(Aspergillus flavus
AF36):Final Report: Lab Project Number:M96AG84.6G31: Unpublished Study
prepared by Microbiological Associates, Inc. 59 p.

45307201 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

43763403 Cotty, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotten Production

45739104  Antilla, L. ; Cotty. P. ; Braverman, M. (2002) Aspergillus flavus Isolate AF36:
Hypersensitivity Incidents: Lab Project Number 52B . Unpublished Study prepared
by Arizona Cotton Research and Protection Council, Southern Regional Research
Center and Rutgers University. 18 p.

No evidence of adverse effects: Literature from databases are included in the cited volumes.
While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing
their presence in soil and plant debris and for potential exposure to man.

References Cited: See volumes mentioned by MRID number.

STUDY TYPE: Hypersensitivity study, Hypersensitivity incidents
USEPA OPPTS 885.3400

ACTIVE INGREDIENT: Aspergillus flavus AF-36

SYNONYMS: AT-36

REQUESTED BY: IR4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council
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Arizona Cotton Research and Protection Council from hypersensitivity studies (OPPTS
885.3400). The waiver request is based on the rationale that 1the active ingredient is a naturally-
occurring soil and plant colonizer, and that label language adequately protects from potential
exposure and that actual field use under an EUP resulted in no reports of adverse effects.

. SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the

The proposed uses of AF-36 on cotton is not expected to result in adverse effects . Therefore,
testing is not considered necessary to assess the risks of AF-36 . The IR-4 Project, Rutgers
University on behalf of the Arizona Cotton Research and Protection Council requests a waiver of
hypersensitivity testing,

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

1. An acute oral test was performed without any clinical signs or abnormalities. Refer to MRID
number 43972403

2 An acute avian pulmonary toxicity test (MRID # 45798102) and acute pulmonary rat studies
(MRID # 45739101, 45798101, 45798201} were conducted without infectivity/pathogenicity.

3. the label will require applicators and other handlers to wear personal protective equipment
such as waterproof gloves, a dust/mist filtering respirator with the appropriate NIOSH approval

. prefix N-95, P-95, or R-95, coveralls, Jong sleeved shirt and long pants, and shoes plus socks so
exposure should not be a problem,.

4. Applications will involve ariel application by mixers/handlers who are licensed and frained to
even handle restricted materials.

5. At the 10 Ib/acre application rate of the formulated material, the total amount of active
ingredient is less than 0.01 Ib/acre.

. 6. Since the product is applied as a granular formulation on wheat, exposure from drift will be
minimal.

7. Aspergillus flavus isolate AF36 is a naturally occurring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401. Therefore,
man has been continually exposed to this organism due its natural eccurrence in the environment.

8. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the

microflora in air and soil , and is found on living and dead plant material throughout the

world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with

irrigation and is a ubiquitous component of the natural Arizona desert ecosystem.

Quantities of A. flavus increase during crop production, A, flavus occurs widely on crop

debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202. Therefore, man
o has been continually exposed to this organism due its natural occurrence in the environment and
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as part of crop production.

9. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perenniaily high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . Refer to MRID No. 43763403,

45307201 and 45307202. Therefore, man has been continually exposed to this organism due its
natural occurrence in the environment and as part of crop production.

10. Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and

45307202,

11, The amount of A. flavus being added to the soil (10 1b of wheat seed containing 3,000

cfu/gram} is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter,

12. A.flavus occurs widely on a wide range of crops including com, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and

poultry feed. Refer to MRID No. 43763403, Therefore, man has been continually exposed to this
organism due its natural occurrence in the environment and as part of crop production.

13. A. flavus AF36 has been worked with at the Southern Regional Research Center for over 10
years and in commercial fields (1996 to present) and in hand picked field plots (1589 to 1994)
without report of any adverse health effects.

14. The use pattern of this product does not include uses on foods for direct human consumption

Alse please refer to MRID Number and Title of Previously submitted Volumes

45739104  Antilla, L. ; Cotty. P. ; Braverman, M. (2002} Aspergillus flavus Isolate AF36:
Hypersensitivity Incidents: Lab Project Number 52B . Unpublished Study prepared
by Arizona Cotton Research and Protection Council, Southern Regional Research
Center and Rutgers University. 18 p.

43972403 Shelton, L (1996) Acute Oral Toxicity Study in Rats:(Aspergillus flavus
AF36):Final Report: Lab Project Number:M96AG84.6G31: Unpublished Study
prepared by Microbiological Associates, Inc. 59 p.

43307201 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A, flavus)

43763403 Cotty, P. , Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
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45307201

43763403

45788102

45739101

45798101

45798201

Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

Cotty, P. , Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

Rodgers, M. (2002) Toxicity/Pathogenicity to the Bobwhite Quail: Avian
Inhalation Test Tier 1: Aspergillus flavus AF36: Lab Project Number: UAR 005:
UAR 005/022336: PR 528. Unpublished study prepared by Huntingdon Life
Sciences Ltd. 21 p. {OPPTS 885.4100}

Blanchard, E.; Carter, J. (2002) Aspergillus flavus AF36: Acute Pulmonary
Toxicity and Pathogenicity to the Rat: Interim Report: |.ab Project Number:
UAR/QO6. Unpublished study prepared by Huntingdon Life Sciences, Ltd. 86 p.
{OPPTS 885.3150}

Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and
Pathogenicity to the Rat: Lab Project Number: UAR/Q04: UARD04/014519/AC:
PR 52B. Unpublished study prepared by Huntingdon Life Sciences Ltd. 33 p.
{OPPTS 885.3150}

Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and
Pathogenicity to the Rat: Lab Project Number: UAR/006: UAR 006/023279/AC.
Unpublished study prepared by Huntingdon Life Sciences Ltd. 61 p. {OPPTS
885.3150}

Neo evidence of adverse effects: Literature from databases are included in the cited volumes.
While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing
their presence in soil and plant debris and for potential exposure to man.

References Cited: See volumes mentioned by MRID number.

STUDY TYPE: Immune response
USFPA OPPTS 885...
Guideline number 152-38.

ACTIVE INGREDJENT: Aspergillus flavus AF-36

SYNONYMS: AF-36
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REQUESTED BY: IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council

SUMMARY:: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council from immune response studies (OPPTS
885.....). The waiver request is based on the rationale that the active ingredient is a naturally-
occurring soil and plant colonizer, and that label language adequately protects from potential
exposure and that actual field use under an EUP resulted in no reports of adverse effects.

The proposed uses of AF-36 on cotton is not expected to result in adverse effects . Therefore,
testing is not considered necessary to assess the risks of AF-36 . The IR~4 Project, Rutgers
University on behalf of the Arizona Cotton Research and Protection Council requests a waiver of
immune response testing.

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

1. An acute oral test was performed without any clinical signs or abnormalities. Refer to MRID
number 43972403 '

2 An acute avian pulmonary toxicity test (MRID # 45798102) and acute pulmonary rat studies

(MRID # 45739101, 45798101, 45798201) were conducted without infectivity/pathogenicity.

3. The label will require applicators and other handlers to wear personal protective equipment
such as waterproof gloves, a dust/mist filtering respirator with the appropriate NIOSH approval
prefix N-95, P-95, or R-95, coveralls, long sleeved shirt and long pants, and shoes plus socks so
exposure should not be a problem.

4, Applications will involve ariel application by mixers/handlers who are licensed and trained to
even handle restricted maternials.

5. At the 10 Ib/acre application rate of the formulated material, the total amount of active
ingredient is less than 0.01 lb/acre,

6. Since the product is applied as a granular formulation on wheat, exposure from drift will be
minimal.

7. Aspergilius flavus isolate AF36 is a naturally occurring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presenied in MRID No. 43763401. Therefore,
man has been continually exposed to this organism due its natural occurrence in the environment.

8. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the
world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irmigation and is a ubiguitous component of the natural Arizona desert ecosystem.
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Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop

debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202, Therefore, man
has been continually exposed to this organism due its natural occurrence in the environment and
as part of crop production.

9. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . Refer to MRID No. 43763403,

45307201 and 45307202. Therefore, man has been continually exposed to this organism due its
natural occurrence in the environment and as part of crop production.

10. Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and

45307202.

11. The amount of A. flavus being added to the soil (10 b of wheat seed containing 3,000

cfu/gram} is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter.

12, A. flavus occurs widely on a wide range of crops including corn, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and

poultry feed. Refer to MRID No. 43763403, Therefore, man has been continually exposed to this
organism due its natural occurrence in the environment and as part of crop production.

13. A. flavus AF36 has been worked with at the Southern Regional Research Center for over 10
years and in commercial fields (1996 to present) and in hand picked field plots {1989 to 1994)
without report of any adverse health effects.

14, The use pattern of this product does not include uses on foods for direct human consumption

Also please refer to MRID Number and Title of Previously submitted Yolumes

45739104  Antilia, L. ; Cotty. P. ; Braverman, M. {2002) Aspergiilus flavus Isolate AF36:
Hypersensitivity Incidents: Lab Project Number 52B . Unpublished Study prepared
by Arizona Cotton Research and Protection Council, Southern Regional Research
Center and Rutgers University. 18 p.

43972403 Shelton, L (1996} Acute Oral Toxicity Study in Rats:(Aspergillus flavus
AF36):Final Report: Lab Project Number:M96AG84.6G31: Unpublished Study
prepared by Microbiological Associates, Inc. 59p.

45307201 Cotty, P. (2001) Aspergillus flavus Isclate AF36: Safety Information (Seil and
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43763403

45307201

43763403

45798102

45738101

45788101

45798201

Air Monitoning of Populations of A. flavus)

Cotty, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

Cotty, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

Rodgers, M. (2002) Toxicity/Pathogenicity to the Bobwhite Quail: Avian
Inhalation Test Tier 1: Aspergillus flavus AF36: Lab Project Number: UAR 005:
UAR 005/022336: PR 52B. Unpublished study prepared by Huntingdon Life
Sciences Ltd. 21 n. {OPPTS 885.4100}

Blanchard, E.; Carter, J..(2002) Aspergillus flavus AF36; Acute Pulmonary
Toxicity and Pathogenicity to the Rat: Interim Report: Lab Project Number:

UAR/006. Unpublished study prepared by Huntingdon Life Sciences, Lid. 86 p.

{OPPTS 885.3150}

Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and
Pathogenicity to the Rat: Lab Project Number: UAR/Q04: UARQC04/014519/AC:
PR 52B. Unpublished study prepared by Huntingdon Life Sciences Ltd. 53 p.
{OPPTS 885.3150}

Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and

Pathogenicity to the Rat: Lab Project Number: UAR/006: UAR 006/023279/AC.

Unpublished study prepared by Huntingdon Life Sciences Ltd. 61 p. {OPPTS
885.3150}

No evidence of adverse effects: Literature from databases are included in the cited volumes.
While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing
their presence in soil and plant debris and for potential exposure to man.

References Cited: See volumes mentioned by MRID number.

STUDY TYPE: Tissue culture studies
USEPA OPPTS 885...
Guideline number 152-39.
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ACTIVE INGREDIENT: Aspergillus flavus AF-36

SYNONYMS: AF-36

REQUESTED BY: IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council from tissue culture studies (OPPTS 885.....).
The waiver request is based on the rationale that the active ingredient is a naturally-occurring soil
and plant colonizer, and that label language adequately protects from potential exposure and that
actual field use under an EUP resulted in no reports of adverse effects.

The proposed uses of AF-36 on cotton is not expected to result in adverse effects . Therefore,
testing is not considered necessary to assess the risks of AF-36 . The IR-4 Project, Rutgers
University on behalf of the Arizona Cotton Research and Protection Council requests a waiver of
tissue culture testing.

WAIVER REQUEST JUSTIFICATION:

The waiver request is based on the following rationales:

1. An acute oral test was performed without any clinical signs or abnormalities. Refer to MRID
number 43972403

2 An acute avian pulmonary toxicity test (MRID # 45798102} and acute pulmonary rat studies
(MRID # 45739101, 45798101, 45798201) were conducted without infectivity/pathogenicity.

3. The label will require applicators and other handlers to wear personal protective equipment
such as waterproof gloves, a dust/mist filtering respirator with the appropriate NIOSH approval
prefix N-95, P-95, or R-95, coveralls, long sleeved shirt and long pants, and shoes plus socks so
exposure should not be a problem.

4. Applications will involve ariel application by mixers/handlers who are licensed and frained to
even handle restricted materials.

5. At the 10 Ib/acre application rate of the formulated material, the total amount of active
ingredient is less than 0.01 lb/acre.

6. Since the product is applied as a granular formulation on wheat, exposure from drift will be
minimal.

7. Aspergillus flavus isolate AF36 is a naturally occurring strain of A. flavus. Documentation

regarding the taxonomic position of that strain is presented in MRID No. 43763401. Therefore,
man has been continually exposed to this organism due its natural occurrence in the environment.
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8. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the

world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosystem.

Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop

debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202. Therefore, man
has been continually exposed to this organism due its natural occurrence in the environment and
as part of crop production.

9. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . Refer to MRID No. 43763403,

45307201 and 45307202, Therefore, man has been continually exposed to this organism due its
natural occurrence in the environment and as part of crop production.

10. Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and

45307202

I1. The amount of A. flavus being added to the soil (10 b of wheat seed containing 3,000,

cfu/gram) is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter.

12. A. flavus occurs widely on a wide range of crops including com, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and

poultry feed. Refer to MRID No. 43763403. Therefore, man has been continually exposed to this
organism due its natural occurrence in the environment and as part of crop production.

13. A. flavus AF36 has been worked with at the Southern Regional Research Center for over 10
years and in commercial fields (1996 to present) and in hand picked field plots (1989 to 1994)
without report of any adverse health effects.

14. The use pattern of this product does not include uses on foods for direct human consumption

Also please refer to MRID Number and Title of Previously submitted Volumes

45739104  Antilla, L. ; Cotty. P. ; Braverman, M. (2002) Aspergillus flavus Isolate AF36:
Hypersensitivity Incidents: Lab Project Number 52B . Unpublished Study prepared
by Arizona Cotton Research and Protection Council, Southern Regional Research
Center and Rutgers University. 18 p.

43972403 Shelton, L (1996) Acute Oral Toxicity Study in Rats:(Aspergillus flavus
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45307201

43763403

45307201

43763403

45798102

45739101

45798101

45798201

AF36):Final Report: Lab Project Number:M96AG84.6G31: Unpublished Study
prepared by Microbiological Associates, Inc. 59 p.

Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

Cotty, P. , Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

Cotty, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requicrements
of Tolerance for Aspergillus flavus for use in Cotton Production

Rodgers, M. (2002) Toxicity/Pathogenicity to the Bobwhite Quail: Avian
Inhalation Test Tier 1: Aspergillus flavus AF36: Lab Project Number: UAR 005:
UAR 005/022336: PR 52B. Unpublished study prepared by Huntingdon Life
Sciences Ltd. 21 p. {OPPTS 885.4100} '

Blanchard, E.; Carter, J. (2002) Aspergillus flavus AF36: Acute Pulmonary
Toxicity and Pathogenicity to the Rat: Interim Report: Lab Project Number:
UAR/Q06. Unpublished study prepared by Huntingdon Life Sciences, Ltd. 86 p.
{OPPTS 885.3150)

Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and
Pathogenicity to the Rat: Lab Project Number; UAR/004: UARQD4/014519/AC;
PR 52B. Unpublished study prepared by Huntingdon Life Sciences Lid. 53 p.
{OPPTS 885.3150}

Blanchard, E. {2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and
Pathogenicity to the Rat: Lab Project Number: UAR/006: UAR 006/023279/AC.
Unpublished study prepared by Huntingdon Life Sciences Ltd. 61 p. {OPPTS
885.3150})

No evidence of adverse effects: Literature from databases are included in the cited volumes.
While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing
their presence in soil and plant debris and for potential exposure to man.

References Cited: See volumes mentioned by MRID number.
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STUDY TYPE: Teratogenicity studies
USEPA OPPTS 885...
C‘rugdc]inc number 152-47, 152-53.

ACTIVE INGREDIENT: Aspergillus flavus AF-36

SYNONYMS: AF-36

REQUESTED BY: IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council from teratogenicity studies (OPPTS 885.....).
The waiver request is based on the rationale that the active ingredient is a naturally-occurring soil
and plant colonizer, and that label language adequately protects from potential exposure and that
actual field use under an EUP resulted in no reports of adverse effects.

The proposed uses of AF-36 on cotton is not expected to result in adverse effects . Therefore,
testing is not considered necessary to assess the risks of AF-36 . The IR-4 Project, Rutgers
University on behalf of the Arizona Cotton Research and Protection Council requests a waiver of

teratogenicity testing.

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

1. An acute oral test was performed without any clinical signs or abnormalities. Refer to MRID
number 43972403

2 An acute avian pulmonary toxicity test (MRID # 45798102} and acute pulmonary rat studies
(MRID # 45739101, 45798101, 45798201} were conducted without infectivity/pathogenicity.

3. The label will require applicators and other handlers to wear personal protective equipment
such as waterproof gloves, a dust/mist filtering respirator with the appropriate NIOSH approval
prefix N-95, P-95, or R-95, coveralls, long sleeved shirt and long pants, and shoes plus socks so
exposure should not be a problem.

4. Applications will involve ariel application by mixers/handlers who are licensed and trained to
even handle restricted matenals.

5. At the 10 Ib/acre application rate of the formulated material, the total amount of active
ingredient is less than 0.01 1b/acre.

6. Since the product is applied as a granular formulation on wheat, exposure from drift will be
minimal.
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7. Aspergillus flavus isolate AF36 is a naturally occurring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401, Therefore,
man has been continually exposed to this organism due its natural occurrence in the environment.

8. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the

world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosystem.

Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop

debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202. Therefore, man
has been continually exposed to this organism due its natural occurrence in the environment and
as part of crop production.

9. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . Refer to MRID No. 43763403,

45307201 and 45307202. Therefore, man has been continually exposed to thls organism due its
natural occurrence in the environment and as part of crop production.

10. Application of A, flavus AF36 does not increase the guantity of A, flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and

45307202,

11. The amount of A. flavus being added to the soil {10 Ib of wheat seed containing 3,000

cfu/gram) is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed{i.e. bolls that are missed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter.

12. A. flavus occurs widely on a wide range of crops including corn, wheat, rice, bariey,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and

poultry feed. Refer to MRID No. 43763403, Therefore, man has been continually exposed to this
organism due its natural occurrence in the environment and as part of crop production.

13. A. flavus AF36 has been worked with at the Southern Regional Research Center for over 10
years and in commercial fields (1996 to present) and in hand picked field plots {1989 to 1994)
without report of any adverse heaith effects.

14. The use pattern of this product does not include uses on foods for direct human consumption

Also please refer to MRID Number and Title of Previously submitted Volurmes

45739104  Antilla, L. ; Cotty. P. ; Braverman, M. (2002) Aspergillus flavus Isolate AF36.
Hypersensitivity Incidents: Lab Project Number 52B . Unpublished Study prepared
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by Arizona Cotton Research and Protection Council, Southern Regional Research
. Center and Rutgers University. 18 p.

43972403  Shelton, L (1996) Acute Oral Toxicity Study in Rats:(Aspergillus flavus
AF36):Final Report: Lab Project Number:M96AG84.6G31: Unpublished Study
prepared by Microbiological Associates, Inc. 59 p.

45307201 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

43763403 Cotty, P. , Hartman , C. (1993) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

45307201 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

43763403 Couy, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Suppert of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

o 45798102 Rodgers, M. (2002) Toxicity/Pathogenicity to the Bobwhite Quail: Avian
Inhalation Test Tier 1: Aspergillus flavus AF36: Lab Project Number: UAR 005:
UAR 005/022336: PR 52B. Unpubiished study prepared by Huntingdon Life
Sciences Lid. 21 p. {OPPTS 885.4100)

45739101 Blanchard, E.; Carter, J. {2002) Aspergillus flavus AF36: Acute Pulmonary
Toxicity and Pathogenicity to the Rat: Interim Report: Lab Project Number:
UAR/006. Unpublished study prepared by Huntingdon Life Sciences, Ltd. 86 p.
o {OPPTS 885.3150}

45798101 Blanchard, E. (2002) Aspergillus flavus AF36: Acute Puimonary Toxicity and
Pathogenicity to the Rat; Lab Project Number: UAR/Q04: UAR004/014519/AC:
PR 52B. Unpublished study prepared by Huntingdon Life Sciences Lid. 53 p.
{OPPTS 885.3150}

45798201 Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and

: Pathogenicity to the Rat: Lab Project Number: UAR/Q08: UAR 006/023279/AC.
i Unpublished study prepared by Huntingdon Life Sciences Ltd. 61 p. {OPPTS
885.3150}

No evidence of adverse effects: Literature from databases are included in the cited volumes.
While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing
. their presence in seil and plant debris and for potential exposure to man.
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References Cited: See volumes mentioned by MRID number.

STUDY TYPE: Virulence enhancement studies
USEPA OPPTS 885...
Guideline number 152.48,

ACTIVE INGREDIENT: Aspergillus flavus AF-36

SYNONYMS: AF-36

REQUESTED BY: IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council :

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council from virulence enhancement studies (OPPTS
885.....). The waiver request is based on the rationale that the active ingredient is a naturally-
occurring soil and plant colonizer, and that label language adequately protects from potential
exposure and that actual field use under an EUP resulted in no reports of adverse effects.

"~ The proposed uses of AF-36 on cotton i$ not expected to result in adverse effects . Therefore,

testing is not considered necessary to assess the risks of AF-36 . The IR-4 Project, Rutgers
University on behalf of the Arizona Cotton Research and Protection Council requests a waiver of
virulence enhancement testing.

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

1. An acute oral test was performed without any clinical signs or abnormalities. Refer to MRID
number 43572403

2 An acute avian pulmonary toxicity test (MRID # 45798102) and acute pulmonary rat studies
(MRID # 45739101, 45798101, 45798201) were conducted without infectivity/pathogenicity.

3. The label will require applicators and other handlers to wear personal protective equipment
such as waterproof gloves, a dust/mist filtering respirator with the appropriate NIOSH approval
prefix N-95, P-95, or R-95, coveralls, long sleeved shirt and long pants, and shoes plus socks so
exposure should not be a problem.

4. Applications will involve ariel application by mixers/handlers who are licensed and trained to
even handle restricted materials.
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5. At the 10 Ib/acre application rate of the formulated material, the total amount of active
ingredient is less than 0.01 Ib/acre.

6. Since the product is applied as a granular formulation on wheat, exposure from drift will be
minimal.

7. Aspergillus flavus isolate AF36 is a naturally occurring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401. Therefore,
man has been continually exposed to this organism due its natural occurrence in the environment.

8. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the

world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosystem.

Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop

debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202, Therefore, man
has been continually exposed to this organism due its natural occurrence in the environment and

as part of crop production.

9. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A, flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . Refer to MRID No. 43763403,

45307201 and 45307202. Therefore, man has been continually exposed to this organism due its
natural occurrence in the environment and as part of crop production.

10, Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and

45307202.

11. The amount of A. flavus being added to the soil (10 Ib of wheat seed containing 3,000

cfu/gram) is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which inciudes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and spiillage, and gin trash which is
often added back to the field and incorporated as organic matter.

12.  A. flavus occurs widely on a wide range of crops including comn, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and

poultry feed, Refer to MRID No. 43763403. Therefore, man has been continually exposed to this
organism due its natural occurrence in the environment and as part of crop production.

13. A. flavus AF36 has been worked with at the Southern Regional Research Center for over 10
years and in commercial fields (1996 to present) and in hand picked field plots (1989 to 1994)
without report of any adverse health effects.
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14, The use pattern of this product does not include uses on foods for direct human consumption

15. In over 15 years of laboratory studies involving hundreds of analyses, the results of the
vegetative compatibility tests have not demonstrated any change in the organism.

Also please refer to MRID Number and Title of Previously submitied Volumes

45739104  Antilla, L. ; Cotty. P. ; Braverman, M. (2002) Aspergillus flavus Isolate AF36:
Hypersensitivity Incidents: Lab Project Number 52B . Unpublished Study prepared
by Arizona Cotton Research and Protection Council, Southern Regional Research
Center and Rutgers University. 18 p.

43972403  Shelton, L (1996) Acute Oral Toxicity Study in Rats:(Aspergillus flavus
AF36):Final Report: Lab Project Number:M96AG84.6G31: Unpublished Study
prepared by Microbiological Associates, Inc, 39 p.

45307201 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

43763403 Cotty, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

45307201 Cotty, P. {2001} Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Menitoring of Populations of A. flavus) )

43763403 Cotty, P. , Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

45798102 Rodgers, M. {2002) Toxicity/Pathogenicity to the Bobwhite Quail: Avian
Inhalation Test Tier 1: Aspergillus flavus AF36: Lab Project Number: UAR 005:
UAR 005/022336: PR 52B. Unpublished study prepared by Huntingdon Life
Sciences Lid. 21 p. {OPPTS 885.4100}

45739101 Blanchard, E.; Carter, J. {2002) Aspergillus flavus AF36: Acute Pulmonary
Toxicity and Pathogenicity to the Rat: Interim Report: Lab Project Number:
UAR/Q08. Unpublished study prepared by Huntingdon Life Sciences, L.id. 86 p.
{OPPTS 885.3150}

45798101 Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and

Pathogenicity to the Rat: Lab Project Number: UAR/Q04: UAR0Q4/014519/AC:
PR 52B. Unpublished study prepared by Huntingdon Life Sciences Ltd. 53 p.
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{OPPTS 885.3150}

45798201 Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and
Pathogenicity to the Ral: Lab Project Number: UAR/006: UAR 008/0232789/AC.
Unpublished study prepared by Huntingdon Life Sciences Lid. 61 p. {OPPTS
885.3150}

No evidence of adverse effects: Literature from databases are included in the cited volumes.
While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing

their presence in soil and plant debris and for potential exposure to man.

References Cited: See volumes mentioned by MRID number.

STUDY TYPE: Mamalian mutagenicity studies
USEPA OPPTS 885...
Guideline number 152-49, 152-52.

ACTIVE INGREDIENT: Aspergittus flavus AF-36

SYNONYMS: AF-36

REQUESTED BY: IR-4 Project, Rutgers Umvcrs:ty on behalf of the Arizona Cotton Research
and Protection Council

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council from mammatian mutagenicity studies {OPPTS
885.....). The waiver request is based on the rationale that the active ingredient is a naturally-
occurring soil and plant colonizer, and that label language adequately protects from potential
exposure and that actual field use under an EUP resulted in no reports of adverse effects.

The proposed uses of AF-36 on cotton is not expected to result in adverse effects . Therefore,
testing is not considered necessary to assess the risks of AF-36 . The IR-4 Project, Rutgers
University on behalf of the Arizona Cotton Research and Protection Councii requests a waiver of
mammalian mutagenicity testing.

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

1. An acute oral test was performed without any clinical signs or abnormalities. Refer to MRID
number 43972403

2 An acute avian pulmonary toxicity test (MRID # 45798102} and acute pulmonary rat studies
(MRID # 45739101, 45798101, 45798201) were conducted without infectivity/pathogenicity,




3. The label will require applicators and other handlers to wear personal protective equipment
such as waterproof gloves, a dust/mist filtering respirator with the appropriate NIOSH approval
prefix N-93, P-95, or R-95, coveralls, long sleeved shirt and long pants, and shoes plus socks so
exposure should not be a problem.

4. Applications will involve ariel application by mixers/handlers who are licensed and trained to
even handle restricted materials. '

5. At the 10 Ib/acre application rate of the formulated material, the total amount of active
ingredient is less than 0.01 Ib/acre.

6. Since the product is applied as a granular formulation on wheat, exposure from drift will be
minimal.

7. Aspergillus flavus isolate AF36 is a naturally occurting strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401. Therefore,
man has been continually exposed to this organism due its natural occurrence in the environment.

8. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the

world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosystem,

‘Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop

debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202. Therefore, man
has been continually exposed to this organism due its natural occurrence in the environment and
as part of crop production.

9. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the 1.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . Refer to MRID No. 43763403,

43307201 and 45307202. Therefore, man has been continually exposed to this organism due its
natural occurrence in the environment and as part of crop production.

10. Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and

45307202.

11. The amount of A. flavus being added to the soil (10 |b of wheat seed containing 3,000

cfu/gram} is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter.

12.

A. flavus occurs widely on a wide range of crops including com, wheat, rice, barley,
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peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also commen in livestock and
poultry feed. Refer to MRID No, 43763403, Therefore, man has been continuzally exposed to this
organism due its natural occurrence in the environment and as part of crop production.

13. A. flavus AF36 has been worked with at the Southern Regional Research Center for over 10
years and in commercial fields (1996 to present) and in hand picked field plots (1989 to 1994)
without report of any adverse health effects.

14. The use pattem of this product does not include uses on foods for direct human consumption

Also please refer to MRID Number and Title of Previously submitted Yolumes

45739104  Aniilla, L. ; Cotty. P. ; Braverman, M. (2002) Aspergillus flavus Isolate AF36:
Hypersensitivity Incidents: Lab Project Number 52B . Unpublished Study prepared
by Arizona Cotton Research and Protection Council, Southern Regional Research
Center and Rutgers University. 18 p.

43972403 Shelton, L (1996) Acute Oral Toxicity Study in Rats:(Aspergillus flavus
AF36):Final Report: Lab Project Number:M96AG84.6G31: Unpublished Study
prepared by Microbiological Associates, Inc. 59 p.

45307201 Cotty, P. (2001) Aspergillus flavus Isolate A¥36: Safety Information (Soil and
Air Monitoring of Populations of A, flavus)

43763403 Cotty, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

45307201 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Seil and
Air Monitoring of Populations of A. flavus)

43763403 Cotty, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Suppeort of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

45798102 Rodgers, M. {(2002) Toxicity/Pathogenicity to the Bobwhite Quail: Avian
Inhalation Test Tier 1: Aspergillus flavus AF36: Lab Project Number: UAR 005:
UAR 005/022336: PR 528. Unpublished study prepared by Huntingdon Life
Sciences Ltd. 21 p. {OPPTS 885.4100}

45739101 Blanchard, E.; Carter, J. (2002) Aspergillus flavus AF36: Acute Pulmonary
Toxicity and Pathogenicity to the Rat: Interim Report: Lab Project Number:
UAR/Q08. Unpublished study prepared by Huntmgdon Life Sciences, Ltd, 86 p.
{OPPTS 885.3150}
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. 45798101 Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and
' Pathogenicity to the Rat: Lab Project Number: UAR/004: UARD04/014519/AC:

PR 52B. Unpublished study prepared by Huntingdon Life Sciences Ltd. 53 p.
{OPPTS 885.3150}

45798201 Blanchard, E. (2002) Aspergillus flavus AF36: Acute Pulmonary Toxicity and
Pathogenicity to the Rat: Lab Project Number: UAR/008: UAR 006/0232738/AC.
Unpublished study prepared by Huntingdon Life Sciences Ltd, 61 p. {OPPTS
885.3150}

No evidence of adverse effects: Literature from databases are included in the cited volumes.
While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing

their presence in soil and plant debris and for potential exposure to man.

References Cited: See volumes mentioned by MRID number.

. STUDY TYPE: Oncogenicity studies
USEPA OPPTS 883...
Guideline number 152-51.

ACTIVE INGREDIENT: Aspergillus flavus AF-36

o SYNONYMS: AF-36

REQUESTED BY: IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research
and Protection Council

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the

' Arizona Cotton Research and Protection Council from oncogenicity studies (OPPTS 885.....).
The waiver request is based on the rationale that the active ingredient is a naturally-occurring soil

. and plant colonizer, and that label language adequately protects from potential exposure and that
actual field use under an EUP resulted in no reports of adverse effects.

The proposed uses of AF-36 on cotton is not expected to result in adverse effects . Therefore,
testing is not considered necessary to assess the risks of AF-36 . The IR-4 Project, Rutgers
University on behalf of the Arizona Cotton Research and Protection Council requests a waiver of
oncogenicity testing,

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

1. An acute oral test was performed without any clinical signs or abnormalities. Refer to MRID
. number 43972403
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2 An acute avian pulmonary toxicity test (MRID # 45798102) and acute pulmonary rat studies
(MRID # 45739101, 45798101, 45798201) were conducted without infectivity/pathogenicity.

3. The label will require applicators and other handlers to wear personal protective equjpment
such as waterproof gloves, a dust/mist filtering respirator with the appropriate NIOSH approval
prefix N-95, P-95, or R-95, coveralls, long sleeved shirt and long pants, and shoes plus socks so
exposure should not be a problem.

4. Applications will involve ariel application by mixers/handlers who are licensed and trained to
even handle restricted materials.

5. At the 10 Ib/acre application rate of the formulated material, the total amount of active
ingredient is less than 0.01 Ib/acre.

6. Since the product is applied as a granular formulation on wheat, exposure from drift will be
minimal.

7. Aspergillus flavus isolate AF36 is a naturally occurring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No, 43763401. Therefore,
man has been continually exposed to this organism due its natural occurrence in the environment.

8. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the

world, Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and 1s a ubiguitous component of the natural Arizona desert ecosystem,

Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop

debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202. Therefore, man
has been continually exposed to this organism due its natural occurrence in the environment and

as part of crop production.

9. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . Refer to MRID No. 43763403,

45307201 and 45307202. Therefore, man has been continually exposed to this organism due its
natural occurrence in the environment and as part of crop production.

10, Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and

45307202.

11. The amount of A. flavus being added to the soil (10 Ib of wheat seed containing 3,000
cfu/gram) is small in comparison to the amount of crop debris normally containing A.

flavus that is added to the soil which includes cotton foliage, stalks, unharvested

cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
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often added back to the field and incorporated as organic matter.

12, A. flavus occurs widely on a wide range of crops including com, wheat, rice, barley,
peantits, tree nuts, oilseeds and cottonseed. A, flavus is alse common in livestock and _
poultry feed. Refer to MRID No. 43763403, Therefore, man has been continually exposed to this
organism due its natural occurrence in the environment and as part of crop production.

13. A. flavus AF36 has been worked with at the Southern Regional Research Center for over 10
years and in commercial fields (1996 to present) and in hand picked field plots {1989 to 1994)
without report of any adverse health effects.

14. The use pattern of this product does not include uses on foods for direct human consumption

Also please refer to MRID Number and Title of Previously submitted Volumes

45739104  Antilla, L. ; Cotty. P. ; Braverman, M. (2002) Aspergillus flavus Isolate AF36:
Hypersensitivity Incidents: Lab Project Number 52B . Unpublished Study prepared
by Arizona Cotton Research and Protection Council, Southern Regional Research
Center and Rutgers University. 18 p.

43972403  Shelton, L (1996) Acute Oral Toxicity Study in Rats:(Aspergillus flavus
AF36):Final Report: Lab Project Number:M96AG84.6G31: Unpublished Study
prepared by Microbiclogical Asseciates, Inc. 59 p.

45307201 Couty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

43763403 Cotty, P. , Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Datain
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

45307201 Couty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Moritoring of Populations of A. flavus)

43763403 Cotty, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

45798102 Rodgers, M. (2002) Toxicity/Pathogenicity to the Bobwhite Quail: Avian
Inhalation Test Tier 1. Aspergillus flavus AF36: Lab Project Number: UAR 005:

UAR 005/022336: PR 52B. Unpublished study prepared by Huntingdon Life
Sciences Ltd. 21 p. {OPPTS 885.4100}

4573910t Blanchard, E.; Carter, J. (2002} Aspergillus flavus AF36: Acute Pulmenary
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Toxicity and Pathogenicity to the Rat: interim Report: Lab Project Number:

UAR/006. Unpublished study prepared by Huntingdon Life Sciences, Ltd. 86 p.

{OPPTS 885.3150}

45798101 Blanchard, E. {2002) Aspergillus flavus AF38: Acute Pulmonary Toxicity and
Pathogenicity to the Rat: Lab Project Number: UAR/004: UARO04/G14519/AC:
PR 528. Unpublished study prepared by Huntingdon Life Sciences Ltd. 53 p.
{OPPTS 885.3150} ..

45798201 Blanchard, E. (2002) Aspergillus flavus AF36: Acute Puimonary Toxicity and

Pathogenicity to the Rat: Lab Project Number: UAR/006: UAR 006/023278/AC.

Unpublished study prepared by Huntingdon Life Sciences Lid. 61 p. {OPPTS
885.3150}

No evidence of adverse effects: Literature from databases are included in the cited volumes.

While toxigenic strains produce aflatoxin , AF-36 displaces the toxigenic strain, thereby reducing

their presence in soil and piant debris and for potential exposure to man.

References Cited: See volumes mentioned by MRID number.
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STUDY TYPE: Avian Oral Testing, Tier i,
USEPA OPPTS 885.4050

Avian Pulmonary/Inhalation, Tier I,
USEPA OPPTS 885.4100

ACTIVE INGREDIENT: Aspergillus flavus AF-36

SYNONYMS: AF-36

REQUESTED BY: IR-4 Project, Rutgers University on behalf of the Arizona Cotton Research

and Protection Council

- SUMMARY: The IR-4 Project is submitting a justification for a dala waiver on behalf of the

Arizona Cotton Research and Protection Council from avian oral toxicity/pathogenicity studies
{OPPTS 885.4050). The waiver request is based on the rationale that the active ingredient is a

naturally-occurring soil and plant colonizer, whose level in the environment will not
significantly increase with the use of AF-36 and that actual field use under an EUP resulted in
reports of adverse effects in birds.

no

The proposed uses of AF-36 on cotton is not expected to result in increased exposure or adverse

effects to birds. Therefore, testing is not considered necessary to assess the risks of AF-36 to
avian wildlife. The IR-4 Project requests a waiver of avian oral testing.

An avian pulmonary study has aiready been conducted. Please refer to the following velume:

MRID 45798102 Aspegillus flavus isolate AF-36 -Toxicity /pathogenicity to the Bob White
Quail Avian Inhalation Test Tier I

WAIVER REQUEST JUSTIFICATION:

The waiver request is based on the following rationales:

1. Aspergillus flavus isolate AF36 is a naturally occuring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401.

2. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant matenal throughout the
world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitons component of the natural Arizona desert ecosystem.
Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop
debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202,

3. Hotdessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
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commercial cottonseed crop. Aspergitius flavus isotate AF36 is already presenton a

broad segment of the U.S. cotton seed crop inctuding Arizona and Texas and is a

prominent part of the natural A. flavus community . The current request 18 only for use in the on
cotton in the states of Arizona and Texas. Refer to MRID No. 43763403, 45307201 and
45307202,

4. Application of A. flavus AF36 does not increase the guantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and
45307202.

5. The amount of A. flavus being added to the soil (10 Ib of wheat seed containing 3,000
cfi/gram) 1s small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soit which includes cotton foliage, staiks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter.

6. A. flavus occurs widely on a wide range of crops including com, wheat, rice, barley,
peanuts, tree nuts, oiiseeds and cottonseed. A. flavus is aiso common in iivestock and

poultry feed. Refer to MRID No. 43763403,

. 7. AF-36 has been used under an EUP in Arizona without any known effects to any non-target
organism

Also please refer to MRID Number and Title of Previously submitted Yolumes

45307201 Cotty, P. (2001) Aspergitlus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A, flavus}

45307202 Coltty, P. (2001) Aspergilius flavus Isolate AF36: Non -target Organism and
Environmental Safety Information (Soil and Air Monitoring of Populations of
A. flavus)

43763403  Cotty, P., Hartman , C. (1995) Aspergilius flavus Isolate AF36: Safety Datain
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergilius flavus for use in Cotton Production

45739103 Smith, D. Cotty, P. 2002 Aspergillus flavus isolate AF36 Non-target Organism
and Environmental Safety Information
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Increased environmental exposure to AF-36, due to use of the end-use product, (name of
product), will be minimal: AF-36 spores are ubiquitous in nature .

Use of AF-36 will be limited to soil applications of the product on colonized wheat granules on
cotton, thus minimizing direct exposure to birds. The seasonal migration away from the treated
areas would reduce expose to endangered species such as plovers.

No evidence of adverse effects: Literature from databases are included in the ¢ited volumes.
While toxigenic strains produce aflatoxin which is adverse to all forms of wildlife, AF-36

displaces the toxigenic strain, thereby reducing their presence in soil and plant debris.

Reterences Cited: See volumes mentioned above by MRID number.

STUDY TYPE: Freshwater Fish Testing, Tier [
USEPA OPPTS 885.4200

ACTIVE INGREDIENT: Aspergillus flavus AF-36
SYNONYMS: AF-36

REQUESTED BY: IR-4 Project on behalf of the Arizona Cotton Research and Protection
Coungil - :
SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council for a data waiver from freshwater fish
toxicity/pathogenicity studies (OPPTS 885.4200). The waiver request is based on the rationale
that the active ingredient is a naturally-occurring soil and plant colonizer, whose level in the
aquatic environment will not significantly increase with the use of AF-36. Off target exposure
should be limited since it is applied in a granular form.

The proposed uses of AF-30 on cotton is not expected to result in increased exposure or adverse
effects to freshwater fish. Any AF-36 that reaches aquatic systems, in the form of run-off, is
expected to behave as it would in'the wild.. Therefore, testing is not considered necessary to
assess the risks of AF-36 to freshwater fish. The Arizona Cotton Research and Protection
Council requests a waiver of freshwater fish-toxicity/pathogenicity testing.

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

1. Aspergillus flavus isolate AF30 is a naturally occurring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401,

2. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the
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world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosystem.
Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop
debris left in the soil, Refer to MRID No. 43763403, 45307201 and 45307202.

3. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop inchiding Arizona and Texas and is a

prominent part of the natural A. flavus community . The current request is only for use in the on
cotton in the states of Arizona and Texas. Refer to MRID No. 43763403, 45307201 and
45307202,

4. Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and
45307202,

5. The amount of A. flavus being added to the soil {10 Ib of wheat seed containing 3,000
cfivgram) is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and spillage, and gin trash which 1s
often added back to the field and incorporated as organic matter.

6. A. flavus occurs widely on a wide range of crops including corn, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and
poultry feed. Refer to MRID No. 43763403.

7. AF-36 has been used under an EUP in Arizona without any known effects to any non-target
organism

8. Label language specifically prohibits direct application to water and adequately addresses the
need to avoid drift to adjacent sensitive areas.

Increased aquatic exposure to Aspergillus flavus, due to use of the end-use product, AF-36,
will be minimal:

Use of AF-36 will be limited to soil applications of the product on colonized wheat granules in
cotton, thus minimizing direct exposure to fish. The use of granules as the appllcatlon method
will reduce the chance of off site movement of the product to bodies of water.

No evidence of adverse effects:Literature from databases are includecl in the cited volumes.

While toxigenic strains produce aflatoxin which is adverse to all forms of wildlife, AF-36
displaces the toxigenic sirain, thereby reducing their presence in scil and plant debris. Therefore
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the degree of aflatoxin contaminated soil and plant debris that could be transported from cotton
fields should decrease.

* References Cited: See volumes mentioned above by MRID number.

STUDY TYPE: Wild Mammal Testing, Tier L
USEPA OPPTS 885.4150

ACTIVE INGREDIENT: Aspergillus flavus AF.36
SYNONYMS: AL-36

REQUESTED BY : 1R-4 Project on behalf of the Arizona Cotton Research and Protection
Council _

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council for a data waiver from freshwater fish
toxicity/pathogenicity studies (OPPTS 885.4200). The waiver request is based on the rationale
that the active ingredient is a naturally-occurring soil and plant colonizer, whose level in the
aquatic environment will not significantly increase with the use of AF-36, Off target exposure
should be limited since it is applied in a granular form.

The proposed uses of AF-36 on cotton is not expected to result in increased exposure or adverse
effects to wild mamals. Arny AF-36 that reaches terrestrial or aquatic systems, in the form of run-
off, is expected to behave as it would in the wild.. Therefore, testing is not considered ‘
necessary (0 ussess the risks of AF-36 to wild mammals. The Anzona Cotton Research and
Protection Council requests & waiver of freshwater fish toxicity/pathogenicity testing.

WAIVER REQUEST JUSTIFICATION;
The waiver request is based on the following rationales:

1. Aspergillus flavus isolate AF36 is a naturally occurring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401.

2. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil, and is found on living and dead plant material.throughout the
world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosystem.
Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop
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debris left in the soil. Refer to WIRID No. 43763403, 45307201 and 45307202.

3. Hot dessert valleys of Arizona have the reputation of being the U.S, area with conditions
most conductive to A, flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . The current request is only for use in the on
cotton in the states of Arizona and Texas. Refer to MRID No. 43763403, 45307201 and
45307202.

4. Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and
45307202.

5. The amount of A. flavus being added to the soil (10 1b of wheat seed containing 3,000
cfu/gram) is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested

. cottonseed(i.e. bolls that are missed during harvest and spillage, and gin trash which is
often added back to the field and incorporated as organic matter,

6. A. flavus occurs widely on a wide range of crops including corn, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus 1s also common in livestock and
poultry feed. Refer to MRID No. 43763403,

7. AF-36 has been used under an EUP in Arizona without any known elfects to any non-target
organism

. Increased aquatic exposure to Aspergillus flavus, due to use of the end-use product, AF-36,
will be minimal: :

Use of AF-36 will be limited to soil applications of the product on colonized wheat granules in
cotton, thus minimizing direct exposure to animals. The use of granules as the application
method will reduce the chance of off site movement of the product outside of cotton fields.

No evidence of adverse effects:Literature from databases are_ included in the cited volumes.
While toxigenic strains produce aflatoxin which is adverse to all forms of wildlife, AF-36
displaces the toxigenic strain, thereby reducing their presence in soil and plant debris. Therefore
the degree of aflatoxin contaminated plant debris available for exposure or consumption by wild
mammals is also decreased.

. : * References Cited: See volumes mentioned above by MRID number.
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STUDY TYPE: Nontarget Plant Studies, Tier
USEPA OPPTS 885.4300

ACTIVE INGREDIENT: Aspergillus flavus AF-36
SYNONYMS: AF-36

REQUESTED BY IR-4 Project on behalf of the Arizona Cotton Research and Protection
Council

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council for a data waiver from non-target plant studies.
The waiver request is based on the rationale that the active ingredient is a naturally-oceurring soil
and plant colonizer, whose level in the environment will not significantly increase with the use
of AF-36. Off target exposure should be limited since it is applied in a granular form,

The proposed uses of AF-36 on cotton is not expected to result in increased exposure or adverse
cffects to non-target plants. Any AF-36 that reaches terrestrial or aquatic systems, in the form of
run-off, is expected to behave as it would in the wild., Therefore, testing is not considered
necessary to assess the risks of AF-36 to non-target plants. The Arizona Cotton Research and
Protection Council requests a waiver of non target plant studies.

WAIVER REQUEST JUSTIFICATION;:
The waiver request is based on the following rationales:

1. Aspergillus flavus isolate AF36 is a naturally occuring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401,

2. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material.throughout the
world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a nbiguitous component of the natural Arizona desert ecosystem.
Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop
debris left in the soil. Refer to MIRID No. 43763403, 45307201 and 45307202.

3. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a

broad segment of the U.S, cotton seed crop including Arizona and Texas and is a
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prominent part of the natural A. flavis community . The current request 1s only for use in the on
cotton in the states of Arizona and Texas. Refer to MRID No, 43763403, 45307201 and
45307202.

4, The amount of A. flavus being added fo the soil (10 b of wheat sced containing 3,000
cfu/gran) is small in comparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and sphllage, and gin trash which is
often added back to the field and incorporated as organic matter.

5. A. flavus occurs widely on a wide range of crops including corm, wheat, rice, barley,
peamuts, tree nuts, otlseeds and cottonseed. A. flavus is also common in livestock and

poultry feed. Refer to MRID No. 43763403.

6. AF-36 has been used under an EUP tn Arizona without any known effeets to any non-target
Plants.

7. Cotton is grown as a monoculture. The application of this product as a granule should decrease
the off site drift and potential exposure to non-target plants.

8. While many strains of Aspergtlius flavus are found on plzmts; they are not considered plant
pathogens.

Also please refer to MRID Number and Title of Previously submitted Volumes

45307201 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Atir Monitoring of Populations of A. flavus)

45307202 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Non -target Organism and
Environmental Safety Infonnation (Setl and Air Monitoring of Populations of
A. flavus)

43763403 Cotty, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Datd in
Support of Petition Proposing a Temporary Exemption from the Requirements
of Tolerance for Aspergillus flavus for use in Cotton Production

EPA has already determined that non target plants are not of concern. See Data Evaluation
Record by Gail Tomimatsu dated April 24, 1996

* References Cited See MRID numbers above
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STUDY TYPE: Nontarget Insect Studies, Tier I
USEPA OPPTS 8854340
Honey Bee Studies
USEPA OPPTS 885.4380

ACTIVE INGREDIENT: Aspergillus flavus AF-36

SYNONYMS: AF-36

REQUESTED BY: IR-4 Project on behalf of the Arizona Cotton Research and Protection
Council '

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council for a data waiver from non-target insect
studies. The waiver request is based on the rationale that the active ingredient is a naturally-
occurring soil and plant colonizer, whose level in the environment will not significantly increase
with the use of AF-36. Off target exposure should be limited since it is applied in a granular
form.

The proposed uses of AF-36 on cotton is not expected to result in increased exposure or adverse
effects to non-target insects. Any AF-36 that reaches terrestrial or aquatic systems, in the form of
run-off, is expected to behave as it would in the wild.. Therefore, testing is not considered
necessary to assess the risks of AF-36 to non-target insects. The Arizona Cotton Research and
Protection Council requests a waiver of the non-target insect studies. '

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

]. Aspergillus flavus isolate AF36 is a naturally occuring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401.

2. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normat constituent of the
microflora in air and soil , and is found on living and dead plant material throughout the
world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosysten.
Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop
debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202,

3. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions

‘most conductive to A. flaviis. The result is perennially high levels of A, flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 1s already present on a

149




broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . The current request is only for use in the on
cotton in the states of Arizona and Texas. Refer to MRID No. 43763403, 45307201 and
45307202.

4. Application of A. flavus AF36 does not increase the quantity of A, flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and
45307202.

5. The amount of A. flavus being added to the soil {10 Ib of wheat seed containing 3,000
cfu/gram) is small in coniparison to the amount of crop debris normally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter.

6. A. flavus occurs widely on a wide range of crops including com, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and

poultry feed. Refer to MRID No. 43763403.

7. AF-36 has been used under an EUP in Arizona without any known effects to any non-target
organism

8. A study o n Honeybees did not result in any adverse effects’

Also please refer to MRID Number and Title of Previously submitted Volumes

45307201 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

45307202 Cotty, P. (2001) Aspergillus flavus Isolate A¥36: Non -target Qrganism and
Environmental Safety Information (Soil and Air Monitoring o[ Populations of
A. favus)

43763403 Cotty, P. , Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

45739102 Mayer, D.F. and L Antilla(2000) Honeybee Field Study of Aspergillus flavus AF 36
in Cotton.

EPA has already determined that non target insects are not of concem. See Data Evaluation
Record by Doug Gurian-Sherman dated June 16, 1999 page 6
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. # References Cited: See data in volumes of MRID numbers listed above

STUDRY TYPE: Freshwater Aquatic Invertebrate Testing, Tier I
USEPA CPPTS 885.4240

ACTIVE INGREDIENT: Aspergillus flavus AF-36
SYNONYMS: AF-36

REQUESTED BY: IR-4 Project on behalf of the Arizona Cotton Research and Protection
Council :

SUMMARY: The IR-4 Project is submitting a justification for a data waiver on behalf of the
Arizona Cotton Research and Protection Council for a data waiver from Freshwater Aquatic

. Invertebrate Testing. The waiver request is based on the rationale that the active ingrecient 1s a
naturally-occurmring soil and plant colonizer, whose level in the environment will not
significantly increase with the use ol AF-36. Off target exposure should be limited since it is
applied in a granular form. '

The proposed uses of AF-36 on cotton is not expected to result in increased exposure or adverse

0 effects to Freshwater Aquatic Invertebrates. Any AF-36 that reaches aquatic systems, in the form
of run-off, is expected to behave as it would in the wild.. Therefore, testing is not considered
necessary to assess the risks of AF-36 to non-target plants. The Arizona Cotton Research and
Protection Council requests a waiver of Freshwater Aquatic Invertebrate Testing.

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following rationales:

.. 1. Aspergilius flavus isolate AF36 is a naturally occuring strain of A. flavus. Documentation
regarding the taxonomic position of that strain is presented in MRID No. 43763401.

2. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
microflora in air and soil , and is found on living and dead plant material.throughout the
world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Anizona desert ccosystem.
Quantities of A. flavus increasc during crop production. A. flavus occurs widely on crop
debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202,

3. Hot dessert valieys of Arizona have the reputation of being the U.S. area with conditions
nost conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a
broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

. prominent part of the natural A. flavus community . The currenit request is only for use in the on
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cotton in the states of Arizona and Texas. Refer to MRID No. 43763403, 45307201 and
45307202.

4, Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and
45307202.

5. The amount of A. flavus being added to the soil {10 Ib of wheat seed containing 3,000
cfu/gram) is small in comparison to the amount of crop debris normally containing A.
Mavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are nussed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter.

6. A. flavus occurs widely on a wide range of crops including corn, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and
poultry feed. Refer to MRID No. 43763403.

7. AF-36 has been used under an EUP in Arizona without any known effects to any non-target
organism

8. Label language specifically prohibits direct application to water and adequately addresses the
need to avoid drift to adjacent sensitive areas.

Also please refer to MRID Number and Title of Previously submitted Volumes

45307201 Cotty, P. {2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Monitoring of Populations of A. flavus)

45307202 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Non -target Organism and
Environnwental Safety Information {Soil and Air Monitoring of Populations of
A. fiavus)

43763403 Cotty, P. , Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production

EPA has already determined that freshwater and marine aquatic mvertebrates are not of concern.
See Data Evaluation Record by Doug Gurian-Sherman dated June 16, 1999 page 5

* References Cited: See volumes mentioned by MRID number
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STUDY TYPE: Estuarine and Marine Animal testing, Tier I
USEPA OPPTS 885.4280

ACTIVE INGREDIENT: Aspergillus flavus AF-36
SYNONYMS: AF-36

REQUESTED BY: IR-4 Projeet on behalf of the Arizona Cotton Research and Protection
Council -

WAIVER REQUEST JUSTIFICATION:
The waiver request is based on the following raiionales:

1. Aspergillus flavus isolate AF36 is a naturally occuring strain of A. flavus. Documentation .
regarding the taxonomic position of that strain is presented in MRID No. 43763401,

2. Aspergillus flavus isolate AF36, a saprophytic fungus, is a normal constituent of the
nucroflora in air and soil , and {s found on living and dead plant material.throughout the
world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosystem,
Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop
debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202.

3. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions
most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergiilus flavus isolate AF36 is already present on a

broad segment of the U.S. cotton seed crop including Arizona and Texas and is a

prominent part of the natural A. flavus community . The current request is only for use in tlie on
cotton in the states of Arizona and Texas. Refer to MRID No. 43763403, 45307201 and
45307202,

4. Application of A, flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer to MRID No. 45307201 and
45307202,

5. The amount of A. flavus being added to the soil (10 Ib of wheat seed containing 3,000
cfu/gram) is small in comparison to the amount of crop debris normaftly containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
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often added back to the field and incorporated as organic matter.

6. A. flavus occurs widely on a wide range of crops including corn, wheat, rice, barley,
peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and
poultry feed. Refer to MRID No. 43763403.

7. AF-36 has been used under an EUP in Arizona without any known effects to any non-target
organism.

8. The State of Arizona does not contain Marine or Estuarine areas and the cotton growing arex
adjacent to these areas are limited. Label language specifically prohibits direct application to

water and adequately addresses the need to avoid drift to adjacent sensitive areas.

Also please refer to MRID Number and Title of Previously submitied Volumes

45307201 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Safety Information (Soil and
Air Momitoring of Populations of A. flavus)

45307202 Cotty, P. (2001) Aspergilius flavus Isolate AF36: Non -target Organism and
Environmental Safety Information (Soil and Air Monitoring of Populations of
A. flavus) '

43763403 Cotty, P., Hartman , C. (1995) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exenption froin the Requirements
of Tolerance for Aspergitlus flavus for use in Cotton Production

EPA has already determined that marine organisms are not of concern. See Data Evaluation
Record by Doug Gurian-Sherman dated June 16, 1999 page 6 .

* References Cited: See volumes mentioned by MRID number
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MEMORANDUM

. SUBJECT: BPPD Review of Information Submitted by USDA Southern Regional Research
' * Center/IR-4 for an Experimental Use Permit for Aspergillus flavus AF36;
Request for Waiver for Non-Target Plant Testing (Submission No.S502127;
DP. Barcode No:D224186; 1D No:-69224-EUP-R, Chemical ID No.: 006456)
(MRID #s: 437634-03 and 437634-05; 1 vdlume sans MRID#,” Volume 6")

TO: Shanaz Baccus, Regulatory Action Leader
_ o B]ologlcal and Pollution Prcvenuon Division {7501W) _ .
FROM:  Gail S. Tomimatsu, Ph.D., Plant Pa[hologl%gi - ¢4 lQQﬁ |
. Blologlcal and Poilunon Prevennon Division o

TI:IR_OUGH: Robert 1. Rose, Ph.D., Emomoioglst _ _
Biological and Pollution Prevention Division (7501

ACTION REQUESTED ' _
BPPD has been asked to review product performance, (MR_ED # 437634—05) safety data

(MRID #437634-03) and published information (No MRID #) regarding the ecology of
Aspergiilus flavus AF36 and to waive non-target plant testing for experimental application on a
3-year cumulative 1,120 acres of cotton in Yuma County, Arizona. The submitted materials
consisted of publications from peer- reviewed journals or books and provided rationale for
further testing for Section 3 regls[ranon Data evaluation records for these submissions are not

forthcoming.

CONCLUSION/RECOMMENDATIONS: - |
The information submitted is considered adequate to waive data requirements for non-target
plants (Subdivision M, FIFRA Guideline 154A-22). -Of concern is unintended exposure (o
non-target marnmalian and avian species, and honeybees. Asperglilus flavus could be
considered as an infrequent, and occassional pathogen in the aspergillosis-related respiratory
afflictions in birds and domesticated mammals, although the reported incidents of aspergillosis
in immunocompromised, or.very young, or otherwise stressed individuals seem (0 be
incréasing.  Occassional incidents of stonebrood (caused by A. flaviss) in honeybee colonies
have been reported. These studies will not be required for the EUP, however for Section 3
registration, we recommend an avian toxicity/pathogenicity study with subsequent post-
mortem histopathology, using the Northern Bobwhite (Colinus virginanus) as the test bird.
We may also require wild mammal toxicity/pathogenicity and honeybee studies after

- consideration of appropriate testing protocols. Appropriate smenuﬁc staff in the Agency
should be consulted prior to conducnng the studies.
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h BACKGROUND

According to the submitied materials, Asperglifusﬂavus AF36 is a stran of A. flavus,
an indigenous, soil fungus in cotton fields; it is a name for a. "genetic group™ with similar -
- morphological and physiological characteristics that have not produced aflatoxins
(=atoxigenic isolates) thus far, in extensive laboratory, greenhouse and treated cotton and
corn evaluations. Within the.same agricultural field, or even on an individual plant, the
overall tendency of the resident Aspergillus spp. population to produce afiatoxins is highly
variable. Published litérature characterize A. flavus populations as highly compiex, and
composed of strains that differ morphologically, physiologically, and genetically. Members of
the Aspergillus genus are common air and soil residents, capable of surviving hot a.nd dry
- conditions; 37 °C is the opumum temperature for growth.

In field studies of cotton and corn, atoxigenic strains of 4. flavus (e.g., A. flavus
" AF36) essentially displaced’ toxigenic strains of the same fungus, and reduced overall
.aflatoxin levels. A single application of the microbial pesticidal product, sterile wheat seed
colonized by A. flavus AF36 should be applied to the surface of.the soil, under the plant
canopy through a cultivator mounted granular applicator; foiiowed by furrow lmganon within

3 days of treatment . -

Y
-

Aflatoxins are toxic, carcinogenic metabolites produced by the ubiquitous
- A. flavus Link:FR and A. parasidcus Speare during the infection and decay of developing
and mature crops. Aflatoxin contamination of cottonseed is most severe in seed from boils
damaged by the pink bollworm in the irrigated western desert valleys of Arizona and southern
California. Conventional methods for the prevention of contamination are not reliable on a
commercial scale for any of the affected crops.

-DISCUSSION OF SUBMITTED MATERIALS: .

The published studies and information contained in Yolume 6 of 7. (No MRID #)
Aspergillus Rlavus isoiate AF36, Plant Studies, Request for Waiving of the Requirement for ' (-
Testing, Subdivision M, Guideline 154A-22 are considered adequate to waive data ' =
requirements for non-target piants. Submitted materials attest to the virmal ubiquity and
natural occurrence of toxigenic and atoxigenic strains of 4, ﬂavus on a wide variety of live
and decaymg materials. :

The published studles and information contained in Voiume 4: (MRID # 437634-03)
Aspergiiius flavus isolate AF36 - Safety Data in Support of Petition Proposing a Temporary .
Exemption from the Requirement of a Tolerance for Aspergillus flavus for Use in Cotton
Production, and in Volume 7. { MRID # 437634-03): Aspergilius favus isolate AF36,
Product Performance Data raise concerns for adverse risks to nontarget mammalian and avian
species and honeybees. Although the vast majority of cases of deep infections of aspergiliosis
are caused by A. fumigatus, other thermotolerant species, such as A, flavus can be involved in

“such infections, and will grow well at blood temperatures. Lesions reminiscent of all the
human forms of aspergiliosis have been described in other mammals, though the presentation

2
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is often different. Common sinus infections have been described for dogs and horses; some of
these respiratory ailments have resulted in equirie fatalities from rupture of the carotid artery,
which lies close under the epithelium lining the guttral pouch (i.e., an air-filled diverticulum
of the eustachian canal). OQutbreaks of acute aspergiliosis (caused by Aspergitius spp.) were
reported in the pulmonary tracts'of very young pigs (less than 3 weeks of age) and sheep.
Another form of acute aspergillosis may be involved in fetal abortion of cattle, sheep, horses
and pigs. Invasive aspergillosis caused by A. terreus infections in the bones of spine and
limbs, and kidneys and spleen were reported in adult German Shepherds. An unknown factor
in this canine breed may be contributing towards reduced immunoprotection comparable to

human immunosuppression.

Aspergilli have long been known (o infect the lungs and air-sac systems of passerine
birds, reportedly causing two major clinical diseases: acute pneumonia in young chicks and.
chronic pulmono-visceral disease in older bifds. Chronic infections may- lead slowly to
reduction in respiratory function and may spread to the other viscera in older birds, as well as

" a-few captive wild birds. Aspergilius flavus is reportedly pathogenic on honeybees (Aprs

mellifera), silkworm (Bombyx mort L.}, domestic housefly (Musca domestica nebulo
Fabricius), cecropia moth (Platysamia cecropia L.) and the mound- buzidmg termite
(Oa’onrorenms obesus)

Therefore, an avian toxicity/pathogenicity study with post-mortem histopathology will
be required for FIFRA Section 3 registration.”- Wild mammal and honeybee testing may also
be required. Appropriate Agency scientists should be consulted prior 0 conducting the

-studies.

The intended experimental use of 4. flavus AF36 in the restricted cotton acreage
(cumulative total of 1,120 A over a 3-yr period) of Yuma County, Arizona pose minimal t0 no
exposure concerns for endangered species reported for that region. The clapper rail feeds on
aquatic invertebrates in water marshes; birds of prey such as the peregrine falcon and bald
eagle and the wild mammal, pronghorn antelope would not be expected to enter cotton fields.
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Reviewed by

Secondary Reviewer:

DATA EVALUATION REPORT

Doug Gurian-Sherman, Ph. D., Plant Pathot ogzq"% }j 1 5_59/7?

Biopesticides and Poiliution Preventzon Divisian
Gait Tomimatsy, Ph.O., Piant Patholagist, PT\BZK
Biopesticides and Po! utzon Pravention Divigion

STUDY TYPE:

MRID NO:
'-.TEST MATERIAL:
STUDY NO:

SPONSOR:

TESTING FACILITY:

@ 7. oF rRePORT:

AUTHOR(S):

Non-target Organism Environmental Safety Requirements,
Waiver Request for Subdivision M, Guidelines: 154A-16 - 24

None

Aspergillus flavus isolate AF38, provided by Sponsor
R4 PR Mo. 528

iR-4 Project, Technology Center of New Jersey
Rutgers University |
£81 U.S. Highway Na. 1 South

North Brunswick, NJ 08202-3350

Southern Regional Research Center
USDAJ/ARS

.0, Box 15687

New Qrleans, LA 70179

Aspergillys flavus isolate AF36 Non-target Organism and

" Environmental Safety Information (Volume 6 of 7)

Or. Peter J, Cotty (USDA/ARS)
Southem Regiana! Research Center
USDA/ARS

P.O. Bax 19887

New Orleans, LA 70179;

Dr. W.L. Biehn (iR-4),

R4 Project, Technology Center of New Jersey
Rutgars University

681 U.S. Hignway No. 1 South

Narth Brunswick, NJ 08302-3330;

TONEE
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o Mr. Lamy Antillz
Arzona Cotton Research and Protection Council
' 2403 W, Huntington Dr., Suite 101
Tempe, AZ 83282-3168

STUDY COMPLETED:  June 25, 1998

CONFIDENTIALITY
CLAIMS: None.

CLASSIFICATION: Acce;ﬁtabie for EUP (see zdditional data requirements
necessary for full registration)

Study Summary: - - _
A. flavus is indigenous o the areas considered for use of AF36, where itis & common
Q@H inhabftant. AF36 is a naturally occurring strain (MRIO Nos. 43783401, 4330001).
se of AF36 will not change the emount of A. flavus in the environment (see appendix
V). The amount of organic matier added oy the AF36 treated whaat seed (10 Los/A) s
small compared to the amount of orgenic crop matter (appendix V) naturally colonized
. by A flavus. A. davus is commonly found in paultry feed, so exposure to pouitry
o’ ready occurs by this route. Assays of wheat seed from Arizona not treated with AF36
hows 100% A. flavus colonization in 1997 and 38% in 1998, therefore exposure from
wheat flelds already cccurs (see appendix {f). Use of AF36 in Arizona constitutes a
- minar use, and should be subject to reguiatory relief. Lack of increased exposure
goplies to all of the required studies below.

Test Methods:
Mast of the current study consists of summares of data and metnods are not included.

‘lird usage information by Chuck Yaungker consists of anecdotal observations of birds
nd personal knowledge of cropping practices,

Qccurrence of A. favus on wheat seeds was determined from samples collected from
wholesalers of Arizonz wheat or from soil just after harvest. Control seed was from
Hereford, TX. Wheat seeds were plated on Rose-Bengal agar (15-25 per piate),
incubated at 31 °C for 5 to 7 days, and examined for A. flavus conidioghores.

Resuits Summary: .

in addition to the above argument, avian cral toxicity/pathogenicity studies, {guidsline

number 154A-18), should be waivad because bird exgosure will not be increasad.

IObservation of bird usage by cotion producer Chuck Youngker suggasts that cotton

flelds are not prefemred hird haoitats and that birds are not attracted to them (2ppendix
‘I). Catton fields ere inhospitable after apalication in early June and provide littie food,

jAN]
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even with the application of treatad wheat seed at 10 lbs/A, especially since wheat
fields with mare wheat seed are available.

Pouitry, which are highly susceptible to aspergiliosis, are frequently exposed to fungiin
énclosed in confinement houses. This axposure includes Aspergiffus species. A.
fumigatus, rather than A. flavus, is most commonly the cause of asgergillosis. Since
pulmonary exposures will not be increased due to use of AF38, avian oulmaonary
toxicity/pathogenicity studies, guideline No. 154A-17, should be waived.

NO arguments are presented to support waiver of wild mammal testing, guideline 154A-
18. However, this study is included in the request (see title). Guidsline study 154A-18
is conditionally required.” Additional concemns will be addressed by pulmonary
toxicity/pathogenicity studies being required for section 3 registration for human heatth
effects, -

A. flavus exposure of fish is not expected to be increased by the use of AF36 and fish
are not reported to be susceptible to A. favus, therafore freshwater fish
toxicity/pathogenicity tests, guideline No. 154A-19, shouid be waived.

Since no adverse affects due to A. favus have been reported for gquatic invertabrates,
.ind exposure is expecied to be minimal, test guidelines 154A-20 should be waived.

Waiver of estuarian and manne animal testing, guideline 154A-21, has noi been
specificaily addressad but is included in the waiver raquest (see title), This study is
typically only conditionally required.

Plant studies, guideline No. 154A-22, have been addressed in pravious volume § titled
‘tspergﬂfus flavus Plant Studies - Request for Waiving the Requirament for Testing”
wee apoendix ). This volume is resubmitted. .

A. flavus has been isolated from a number of insects (MRID Mo. 437634-03), but is naot
reported generally as an insect pathogen, *herelore non-target insect testing, guideline
154A-23, should be walved.

‘Honey bees are not associated with cotton oreduction, and “stone brood” causead by A.
flavusg is rare and of minor importance. Therefora guideline 154A-24 should be waived.

study Author's Conglusions '
- Based on the above considerations, all of the listed non-target organism tests shouid be
waived.

’Iewer's Conclusion

Data submitted by Applicant and other published data agree that A, favus is ubiquitous
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.En the Arizona desert. In addition to presence, levels of natural occurrence campared to
treatad fields must be considered in determining risk to susceptible arganisms.
Applicant prasents summary data conceming soil papulations of A. Javus prior to
treatment and one year after application (page 43/70). These data suggest that
populations of A, flavus are notincreased by freatment one year after application
campared to populations before treatment.

Applicant also presents data an the levels of propagules on treated and untreated crop
matter and cotionsead in treated and untraaied fields (paga 45/70 and 48/70). The
amaunts of A. flavus on the crop was detarmined at matunty, when populations are
typically highest. These data also indicate that populations of A. flavus are not
significantly affected by application of the product ta cation flelds.

However, while adequate to support the requested EUP, measurement of levels of total

A. flavus on the crap at maturity and in the soil oné year after application shduld
ontinue far at least one seasan (depending an the results obtained). These

measurements should cantinue because of the passible pathagenicity of the active

ingredient, the heavy reliance of the Agglicant on expasure and natural occurrance

data, and especially the high degree of variaoility of the data, which is typicai for

- measurements of this type. '

pplicant has also argued eisewhere (Val. 1, c'ompfeted 12/8/98, revierved telow) that
amounts of A. flavus in the sail are not increased during the growing season, nor &l
crop maturity. This data is suppariive, out nat conclusive, as explained pelow.

Applicant presents several arguments based an the relative biomass of the added
product comparad to tha amount of bicmass availadle (o A. flavus already presantin
the environment, to suggest that the small amount of added AF36 will not increase

overall A, lavus in the Arizona environment. These arquments cannat substitute for
Qctual measurements of A. flavus. For examgple, iTis naot shown how goad & grawtn
substrate wheat is compared to other biomass. In addition, the product is prepared
under conditions apiimized. for high ineculum praduction that may naot typically occur in
the fleld. Also, data are insufficient to demonstrate the amaount of inaculum found on
naturally occurring or agriculturally produced biomass far comparison with treated
wheat seed.

Measurement of inoculum or propagule levels ane year afler application may not reflect
higher transient amounts. For example, it is known that amaounts of soil barne
propagules increase dramatically in July and August. One year later, the nutitional
substrate provided by the wheat seeds and other diomass may have been depleted,
supporting lower amounts of AF386. Likawise, amounts of propagules on the crap may
flect saturation of the intinsic camying capacity of that biomass. Propagules above
iat amount praduced by introduced inaculum may therefore not be reflectad In these
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measurements. Therefore, as detailed in the review below, propagule measurements
performed at crop maturity must be conducted during the course of the ELP.

A. flavus is a known bird pathogen, causing invasive asoergillasis, often fatai when it
occurs, Waiver of avian testing requirements is proposed basad on exoosure '
argumenis discussed above and arguments thzat birds do not widely use cotton fields as
habitat. Some of this information is of an anecdotal nature {(e.q. as supplied by cotton
producer Chuck Youngker), which is insufficient to base a waiver aporoval. Argumenis
that better food sources are available and that cotion flelds are unsuitable habitats
cannot substitute for actual data of bird usage of Arizona cotion fields. For exampie,
while cotton is heavily managed, which Applicant argues would disstade the presence
of birds, there are still penods where there is litlle human activity in the flelds.

= Cultivation, etc., may pravent or disrupt nesting, but may not prevent foraging by birds

' . nesting efsewhere. Also, while humidity may be high, some birds may be attracted to
the water supplied by irrigation. Actual bird census data, reviewed below, reveals a
substantial presance of birds in Arizona cotton fields.

Applicant also points out that oral exposura is not notad in the literature as the usual
route of infection of hirds. However, oral infectivity cannot be ruled out, especially in
wild species. Many siudies do not examine route of exposure and assume {hat
infection is respiratory due to inféction of respiratory tissues,

rzeding is an important likely route of exposure for tirds eating treated wheat seed,
Thereiore, oral avian toxicity/pathogenicity studies must be performed on quail before
full registration can be approved.

_ Arguments Tor waiving avian pulmonary iesting are also based on nafural exposure. In
.addition, Applicant argues that pouliry are susceptible in containment houses, where
exposure is high. However, the infectivity in wild populations may not be well
documented. As.noted above and addressed below, transient levels of AF386 relative to
untreated fields are currantly not known with confidence. Such measuraments have a -
high level of vanability and may vary from year to year. in addition, nothing is known
about the-pathogenicity of AF36, and Applicant's isolate of AF38 in particular, which
might be more or less virulent than other strains. Therefors, avian pulmonary tests
must be performed on quail and preferably a second test species. However, since
praliminary indications (see review below) suggest that transient levels of AF38 will not
be significantly increased with treatment, these tests are requirad for full registration
- and may be psrformmed concurrently with the EUP.

ncems about freshwater and marine squatic invertebrates and fish are adequately
dressed by Applicant's arguments, and by the lack of exposure dus to the jocation of
application. Therefore, test requirements for these organisms may be waived.

i
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qmn-target plant testing has besn adequately addressed by a prior EUP review
Tomimatsu end Rose, Memarandum dated 24 Aprii1996, OP barcade No. D224186),
Exposure will be nighest in the cation fislds where non-target plant concems will not
apply. &xposurs beyond the field is not expected to increase to levels of cancern for
non-terget olents. Therefore, this test requirement may be weived, end the resubmitied
study “Aspergiilus flavus Plant Studies - Request for Waiving the Requirement far
Testing” (completed July 31, 1995), will nat be further reviewed here,

Applicant argues that A. flavus infection of honey bees, causing “stone brood”, is a
raraly reported occurrence and is considered a pathogan only of weaksned hives.
Applicanis also argue that honey bees are not associated with cotton production.
However, literatura indicates that while cotton is not likely to be e preferred food scurce
for honey bees, they will forage.in cotton flowers, especially if preferred sources are not
available (see e.q. ref.1). |n addition, other bees, such as solitary species, are
important pollinators in Arizona, and also visit cotton (see reference). Pathogenicity of
pecies other than honey bees is unclear, but must be considered e gistinct possibility
given honey bee pathogenicity. In addition, as noted apove, transient sxposure
considerations are currently unresclved, andthe pa’fhogemcm/ of AF36 is unknown.
Therefore honey bee hive testing must be gerformed prior fo full registration.
Alternatively, Applicant may propose other local species of bee larva as an altemative

‘r noney hees.

Applicant's argumenis end deta concerning other non-tarpet insecis are adequately
addressed, and therefore other non-targst insect testing may be waived.

Arguments or data supporting waiver of marine organism and wild mammal tasting
have not been addrassed. However, Applicant has included the guidsline numbers for
thesg tests in the title of this siudy. Therefore, it is assumed that watver af these {ests

is desired. Wild mammal testing has been partially satisfied by prior dral toxicity
Qtudies, and will be adequatsly addressed by required human safety tests for
pulmenary toxicity/pathogenicity. Exposure to marne organisms is not expected io
occur with this use of AF36. Therefore, these studies may be waived. However,
Applicant should formally request waiver of these siudies. 6 In addition, the methods for
assaving environmental levels AF36 and A. flavus should be submittad where this has
not already been done.

Reference;

0. Eistkowitch and G. M. Loper {1984) Some aspects of flower biology and bez_e activity
on hybrid cotion in Arizona, USA. J. Apicultural Res. 23(4), 243-245
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ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL
3721 East Wier Avenue
Phoenix, Arizona 85040-2933
(602) 438-0059 - Phone
{602) 438-0407 - Fax

August 8, 2002

Dr. Janet Andersen

Biopesticide and Pollution Prevention Division
¢/o Document Processing Desk

Office of Pesticide Programs (7504C)

U.S. Environmental Protection Agency

Room 266 A, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202-4501

Subject: Aspergillus flavus AF-36 Arizona Cotton Research and Protection
Council Company Number 71693

Dear Dr. Andersen:

Enclosed please find our application for Pesticide Registration for the above
subject product. Enclosed also are: Proposed label (S copies); confidential
statement of formula; certification with respect to citation of data statement, etc.

In support of this application, please refer to the petition entitled
“Aspergillus flavus AF-36 Tolerance Exemption in or on Cotton”.

This petition was submitted by IR-4.

As per PR Notice 88-4, the registration of the above use is exempt frojeefegs.

Sincerely, NS
Larry Antilla ot
Director A
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Registration Velume

Aspergillus flavus AF-36
TABLE OF CONTENTS PAGE NUMBER
LETTER OF TRANSMITTAL ... . e e aeeeeas COVER
LETTER OF AUTHORIZATION . ..ottt e it Reference 1
APPLICATION FOR PESTICIDE REGISTRATION .. ...\ 'eeooresaenne. Reference 2
CONFIDENTIAL STATEMENTOF FORMULA ... ...... ...t Reference 3
PRODUCT CHEMISTRY DATA .. .. e e e Reference 4
PROPOSED LABEL (S5COPIES) .. ...ttt ae Reference S
TOXICOLOGY DA T A e i e s Reference 6
WAIVER REQUEST-TOXICOLOGY DATA REQUIREMENTS. ................ Reference 7,
ECOLOGICAL EFFECTS DATA ..o o ittt iee i aas Reference 8
WAIVER REQUEST-NON-TARGET ORGANISM AND
ENVIRONMENTAL EXPRESSION DATA REQUIREMENTS ................ Reference 9
EFFICACY DATA ............. ... ..... e Reference 10:
CERTIFICATION WITH RESPECT TO CITATION OF DATAFORM ... ... ... Reference 11
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é v United States

i)

Y577 Department of
SRS Agriculture

Agricultural
Research
Service

Mid South Area
Southern Regional
Resegarch Center

1100 Robert E. Lee Boulevard-
P.O. Box 18687

New Qrleans, Louisiana
70178-0687

Dr Junet Andersen

Biapzsticide and Polhition Preveation Division
c/olDocument Processing Desk

Office of Pesticide Programs 7504C

U. 8. Environmental Protection Agency

Room 226, Crystal Mall 2

Arlington, Virginia 22202

July 30, 2002

RE: Aspergilus flavus AF-36
Section 3 registration

Dear Dr Andersen:

This letter gutherizes the Environmental Protection Ageucy to refer to the USDA/ARS
Southern Regional Research Center data on Aspergiiius flaves when considering the
application for registration for Aspergilhis flanus AF-36 submitted lor the Arizoua Cotton
Research and Pratection Council by the fR-4 Project. This wcludes all data previously
submitted for both the Experimiental Use Permat and Section 3 registiation,

Sincerely,

LR X
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ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL
3721 East Wier Avenue
Phoenix, Arizona 85040-2933
(602) 438-0059 - Phone
(602) 438-0407 - Fax

August §, 2002

Dr. Janet Andersen
Biopesticide and Pollution Prevention Division
c/o Document Processing Desk
Office of Pesticide Programs {7504C)
U.S. Environmental Protection Agency
Room 266 A, Crystal Mall 2
' 1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Subject: Aspergillus flavus AF-36 Arizona Cotton Research and Protection
Council Company Number 71693

Dear Dr. Andersen:

This letter authorizes the Environmental Protection Agency to refer to the Arizona
Cofton Research and Protection Council data on Aspergillus flavus when
considering the application for registration for Aspergillus flavus AF-36. This
includes currently submitted data by USDA/ARS and the IR-4 Project in addition

. to data and waivers previously submitted for the Experimental Use Permit. We
also authorize the IR-4 Project to act as our representative.

Sincerely,
I

Larry Antilla, R s
Director
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5. Norne and Address of Applicant jinclude ZIP Code)
Arizona Cotton Research & Protection Counci]
3721 E. Wier Avenue

6. Expaditad Revaiw. In accordance with FIFRA Saction 3(¢](3)
- {bl(i}, my product is similar or identical in composition and labeling

1o
Phoenix, Arizona 85040-2933 EPA Reg. No.
Check i thiz is & new addrass ' Product Name
Section - H
D Amondmaent - Explain balaw, l l Finsl printed lahols in repaonza o
Agancy lattor detod
D Aesubmission in responas to Agency lottardated D "Ma Too™ Applicedon,
Notilicafion - Explain balow, D Cthar - Explain bolow,

ation: Une sdditionsl pagels} if nocesaary. fFor sacdon | end Sacoon Il.j

Su)oerceds revious submigsion dated June 2¢ /1978

g form, Ezrm Agoraved, OME Mo. 2070-0069, ARRITYW wxpirys 2-78-35
o~ : : Unitad Stotes X | Registration OFF Idontifier Nurrber
\?E}DA Environmental Protection Agency Amendment ‘
Waoohington, DC 20450 Other
_Q Application for Pesticide - Section |
1 mpany/Froduct Numbar 2. EPA Product Managsr 3. Proposed Claasification
71693 S. BACCHUS [% |wona [} Rosvictac
4 CampanyiProduct {Name} PIAE '
ASPERGILLUS FLAVUS AFR36

/
Da ta (M RID) numbers From Pirevioms section 3 subwiscsson
and &)(Fff’{‘Mé’ﬂft / é/s Vg /%r’m/'%cbtgm[gf 10N gl e fed.
‘ - Section - i .
1. Marsrial This Product Will Be Peckaged In:
Child-Resiatant Fackaging Uit Packaging Watar Soluble Packaging 2. Type of Container
Y Yea Yo Matal
. a0 . ™ L os T e Bag
No No No X Gloss
- . . B *Yeas" No. per If "You" Na. per Pagar
mm must Unit Pickaqinq wit, mnt‘;inor Package wgt conisinor ¥ | Other {Spocify}
ba submittod
} Bulk Boxes
3 ti { Mat Contonta Informati 4, Sirs(a) Rotall Conteiner 5. Locedon of Labol Direcdena
o of et montonts Mnformanion piastic Bags 50 lbs. (X" 0n Lavel
Label [ containar Bulk Bag/Box: 1000=3000 Ths
8. nrar in Which Lobel is Affixad to Product [ X tkwaﬁ; D Othar
Stares .
Section - 1V : )
1. Cuntact Peint [Complets itermy directly befow for identification of individual to be contacted, if necaxsary, to procasx thiy appk’c;miu.d' R
Tid Talophone Na., ([NShids Arsa Code)
Neme LARRY ANTILLA . "% STAFF DIRECTOR opmome e e
(602) 43820059
Certification $7%2%4| & Datc Application
I cartify that the statermnortts | have mado on this form and all attachments thersto are trua, sccurate snd comdlcta, * 'ﬁ"i‘;‘f.
| scknowladgs that eny knowlinglty false of mislesding statement may be punishsble by fine or imprisarenant 8¢ 2%% 2 * {Stamped)
both undor appliceble low, ae i
TEeY 2888
I, Sigraturs 3. Tido -T * »
STAFFT DIRECTOR cena
= .n [ ]
ed Namo / 5. Dats .,
» a0
LARRY ANTILLA S =F 9
EPA Form 8570.1 [Rev. 3-94) Provious aditions aro obsclato. Whita - EPA Fia Copy (originsd) Yelow - Applicent Cogy
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Product Chemistry Data
Guideline 151-10, 151-11, 151-12, 151-13, 151-15, 151-16, 151-20, 151-21, 151-22,
151-25,151-26

Please refer to the following volumes:

MRID Number and Title of Previgusly submitted Volumes

44626101 Cotty, P. ; Antilla, L. (1998) Aspergillus flavus isolate AF 36 -Analysis of
samples, Certification of Ingredient limits, :Amendment Number 2 to MRID No.
43763402 .

44713701 Cotty, P. ; Antilla, L. (1998) Aspergillus flavus isolate AF 36 - Amended
Manufacturing Process -- Amendment number 3.

44597001 Cotty, P. ; Antilla, L. (1998) Aspergillus flavus isolate AF 36 Manufacturing
Process and Discussion on the Formation of Unintentional Ingredients.
Amendment No. 2 to MRID 43763401

43763401  Cotty, P. (1995) Aspergillus flavus isolate AF 36 Product Identity and
Disclosure of Ingredients, Manufacturing Process and Discussion on the
Formation of Unintentional Ingredients.

43990001 Cotty, P. (1996) Aspergillus flavus isolate AF 36 Product Identity and
Disclosure of Ingredients, Manufacturing Process and Discussion on the
Formation of Unintentional Ingredients. Amendment No 1 to
MRID 43763401,

43763402 Cotty, P. (1995) Aspergillus flavus isolate AF 36 Analysis of Samples,
Certification of Ingredient Limits, Analytical Methods for Certified Limiteard
Physical and Chemical Properties. cere

e =
] * »
*® »

43972401  Cotty, P. (1995) Aspergillus flavus isolate AF 36 Analysis of,Samples, .
Certification of Ingredient Limits, Analytical Methods for Certified Lingits.2,

Amendment No. 1 to MRID No. 43763404 .. 2::: vess

[ LR J
L]
[E R L)

*e L
L
* LEJ

169




YIwaIay

uaaifi SLORDANP UM SDUSIGIDE [HIRS U jOU

|epalew i) 1o Suypuey pue *a62101s *asn JO SH5L |8

SWNSSE JasN 'me 31018 AQ pajpuad Jualxa SU) oL
INTWILYIS ALNVHUYM

“Aoeaya ysiwiuip Aew uvonesydde Jaye uogeAaNnD
‘vonedyidde punab Ui sy "ol paosds syl
1e ne Aq paydde aq Aelt 1onpoiy ;voneoyddy |evay

“{sm0) Yout O v paseq 195) Jeaul 000}
1ad) p10e s3d 9EAY SNAYIA SNTIDUIESY I8 STI0L 35076

"9E4V SAAVTI SN TIDUIASY

10 vonexidde J5) e SARD AT} UM IBIEM O 5310Y 7 |589)
1e L pojelun soun) aq pinoys dors ay) "snsa 158G )04 b

WO 3101 UORBAL) NS

jse) 8y} Guunp apew &0 pinoys vonesiidde sifus v woag

151y 0 Joud "aunp Aea 1o Ley 218) W pandde Laiym 3ATI8YS
8Q 0] uMOYs LB SBY 9LV SNAVTI SNTIDHIASY ¢

"EMOHN|

01 8E4¥ SNAYT SNTIDYALSY 10 Arasjap szunum

ol pue Adoues ay| J3pun 9E3Y SNAY L SNTIDHEIAASY
o Kionap szaundo o} palsnipe aq pnoys sojexdde g -z

IS HLIM STINNYED

IHL Y3A0D LON 00 "Adovea juerd syt 1apun fos

auy1 10 2oeyns Ay of Jojeaydde sepnuzsh pajuncus sojeAnn
e yfnany pandde aq Aew 8EJY SNAVTS SNTIONIASY 1

‘peaids e
10s §,pjan ayy i juasazd Bury Suonpord vixoleje
By 12y} tauuel SWES ay) v S1095U PUE PU A

do)a sy o) pesIds 39 usy| i sopods uanih asay
zzin uaah e £B ual) pue Ten auym e e 1o Jeadde
i no Bupolb snbuny ay) -salods USSIB Y
P2JBA0D 34 |IW DSBS 24} pue jno mo:8 jm snbuny ayy
{uonefi] |B SINDD0 ARNSn S|y} S1NSI0W |UaDING
0| pasodxa usaty Sey psas ay) s0uo pue voneddde
J8lY CB2JN0S JUdMINU B puB 1aWeD e |y|oq se

sanas Uiy paas ledpdanard vl Bdmoit snbun)
Buiay B 51 pnpord s uun:q m:ﬁé?wn ) woy
iun) Bupnposd wxalepe mc:.:_o.xm &.m&.:mn&oo

£q paasuojoa jo volkunueldos'tixoreye asnpa:
0} Uaous udag Sey 94V SNAV I SNT1TIDHIASY

* o &gl snpbiddsy _o.mc_m.__m&ﬂaswm_m

uppteye Yooy of ddiosdy venedyddenios

- a & @ " ". - . - . - -

*Bunade) si yia UalSISUOIY! JBULBW B

ul onpold SiL) asn O M} |RISPS JO UORBIOM B S1 ]|

85[) J0J SUONdaNY

0p0SE euozUY udoUg
I5UN07TY LOR38I0N PUE YIIBISTY UORDT BUOZLY

S4) 000E-0004 'SY) 8S 'SINIINCD 13N

1Q0-Zv-E69 L4 JSQUINY JUStLYSqeIsT vd3
¥ZZ69 2oquiny voliensiiey yd3

SINAWALYLS AYYNOILOYIAYA TYNOILIQY HOd T3NYd 3015 335

sistsiad voneiws p vemisiyd e e 191em 10 Kuad yim 5848 YsT STAT M I

‘UCUSRE JENIPAUI |30 "Loleadsa) jepge Sa5 Buiyleaiq O]l IR US3) O] WENA 3A0WAY T TVHNI JI

“SENPAIDU 2W0S v suofoes) aifisaile asnea Aew pR|uoD uns pajeadas Auanbay)

)0 pabuojptd "SIS:red LOnelLn i UORUIIIE |1BAIPaW 1D J9jem pue deOS O Auaid Yim uSEM TRINS NO 41

-Burnruos sanpyy 10U 0p pue

yinatt &g Buppiue 2.6 100 0p 'snoinsuoaun st vostad ) 0By yiw jeouy) jo yeq Bunpno) Ag Buhruoa
29npu) PU2 I3 10 $38SEIG 710 3 YUY JAILAT 0IIUOT UOSI0g JC verishyd B 1eg [GIMOTIVMS JI

%001

{Pv15i4) INSWLYAYNL T¥DILOVE 4O INSWILYLS

“NOILNYD

NZYAHD 40 HOV3Y 4O LNO d33M

‘el

HEBhG 6
%8000°0

T §paTs |BSYM

Bin40 006'c) 9£4v viens snaey snpbradsy Juaipaiby sxoy

"dor gy Dunevpugiuoo

urxojeye |0 Ajuenb ayl $29n031 9E4Y SNAY IS SNTIDYIASY 'snyy, dam e
Yitw paleosse swossg |yl S:anpod upcojeye yb asau] jo unawe ay) s Huop o5
W pue unojege jo sjunowe abise) aanpod ey swey snifsadsy jo Sweds UM saRdwed
8£4Y SNAYTY SNTIHYIdS Y woorg |sry 01 oud 1sn) paidde uats “dosd uoTioo ag
uo Aieinjey §In200 |eut snagy snjpfradsy |0 WENS € 51984V SNAYYS SNT19YACSY

0FISNOLLOD 40 NOILYNINYLNOD NIXOLVHY 030N33Y ¥od

SYXHL ANV VNOZIRIY

A0 SELVIS dHL NI ATTNO dS8(1 J0A

9€4V SNAYTd SNTIS0Y34SY

"SHSN JRUIB/URWNY J3t10 ) 'Bupyieq *Jaiem Bupuup 50y )0 ‘asn
PIYPOO) 30) PERKIR) 3G ©) 10U 278 JOINGUISID 3Y) O] PALINS) SISULE0])
“pseipund 10 Juod o) saweiues Adw N9y ISUENOS IS 10U

0 “auzm Adws 4aeidwor -sioueuon XIng SITERYBIgenInsy
"BY0RLS 0 |00 AE1S ‘patag ) “Buiming

4q 'sanuouine 230 pue BIE1S &G pawa)e fi 10 "vonesaunyl £q 1o Y pu
Krenves e v Seq fdws 10 ssodaip vat) Juawdinbs voyeadde o
Beq Adwa fgi91durod - {'sq) og) sBeg 2SI WS GARIO YIANIYINOD
J3INR|NUELE O] |BUS|EW pasnun Aue

Wnjay -suoRoaNp ay) i paymads se doss ay) o) npod e Adde pue
papaau pnpoid 1o Auent ay) Ao aseying NYSOdSIa QNS
“Asp 1onposd dasy {4 .z21) O .06 @A0qe sainiesaduts) o) asodxa jou
0Q "9283)) 10U O “SUDIIPULT ALK JIPUN BI0IS [OU O “XI0M O) IaY2
30 s ey wsebso fuy 2 sulevoo janposd sy <asn of soud ng
vey; sejeab Aliprunty amjers) of ssadxs jou 0 AIp 81015 13DVHGIS

"WSO4SIO YO IDVHOLS 4B
0334 30 ‘0004 "YIALYM ILYNINVINOD LONOQ

I¥50dSId ONY 3oVHOLS

“sapuBiun) JO 'SIPINIBEY 'SIBTLA) Yl

ainpepu yues B se Ldde jou o0 "BupEn 21030 SU0IRAAR 134E) |E peay

SHOLLNY D34 35N TVHINTD

Tat0) @y Guisn o ‘0208q0)

Bujsn “wnf Bupmoya *Gupuup *Sunes 210jaq Spuet| YSeM "SE-H J0 56

o 56N 40 912-D1 ¥yaid Jaquinu jeatidde HSOINTYHSI Ui Jojeiidse;

Buuay 1spunsnp e pue ‘saxolb saoys ‘sy00s "sjued fuo) ius asasis

Buro] Jeom jsnu siojeandde pue ‘sraysew "srobbe)) ‘siapeoyeanDlZ

01100 §6-H )0 ‘56-d "§6-N e 3aquny jesoidde HSOINYHSI

ypm aojendsan Guus)y) 1sasnp ‘sjoos snyd saoys 'saa0)6 joaidiajem

‘sjwed Guo) ys paass)sbug) ‘syeeany are siepom Liua Apes o)

pasnban juawdinba ampasond [puosisd smoy 10 {i34) 1easiv Kue

pepusa) at Buynp seale pajeall olup LU JARI0M KO|IE O J3IUI 10U 0]
INIWILIVLIS AHLNT-3H

"SIy vaKoa pajedun

o} pandde 5q Aew * jednuiw §) seaie aasuas Aedauluanans \waaelpe
o] Yup o 1enusiad ayy vaywm pagdde aq Auo pinoys spoysad ay |
SHOILIEHIA ASN TYHNLINDIIYOY

eies uses juswidinbs jo Buisodsip usUm IEM SjRUNIE YD

Jou 6 “yew Jajem YBi Uesu 8l MO SEALR jepIka 0) o lusseid
S{13]BM S0BHNS 3U) 18y SEMIR 0] JO ID1EM 0F Joanp Aidde jou ag
SOUYZVH TVARIWHOYIANRS

Juawidinba uonsajoid |evossad J0) SNOILDIHIA SN TYENLINDINOY
255 "UMS puB Saha ypm PRIUCH poay Bunpuey zaye em

pue deos pm AyBnosoy ysep “Buiop J0 UNS I IDRILD TEOAY "|SND
Busieauq MoAY "STENDIADLY 205 Uy ualoed siie)e asnes dew pejug)
unys pejeada) Aguanbady 10 paucjorg J82(1SUAS [RULSD |E1juRI0 4

NOILNYD

STYINY JILSINOO ONY RYNNH OL QUVZVH |
SINIWALYLS AYYNOILNY I3 d

170




“Uiwaiay

uaAd suUQNIAND YiM SIUSDIDIDR DS U 1OU

reusiew sa 1o Bugpuel pue 'abeols 'asn JO Susy e

saLUNSSE 195N *MET 181§ AQ paniuad 1ualxe syl oL
INIWIALYLS ALNVHUYM

‘Koeome usiuwip Aete vopesydde saye vopealno
‘vonesndde puncib yhm Sy "sjEl paioads aul
12 22 Ag pandde ag Ast 1onpolg suoneanddy levay

(801 Y3ut Dp Lo paseq 133} Jeauy (00'C)
Jad) 2132 13d 9E Y SAAYES SNTHDUAGSY 105910} 85075

‘e AV SNAVIS SNTTIONAJSY

jo unteandde 123 SARD SAI) UILLM JOTEM [0 Ity Z 1588
18 yitm pateBuin moting ag pinoys dom ay) ‘spaser1saq 0 'y

"Wo)q 210j2q UOLBAND

1581 ol Buunp spew g pnous uopesxgdde sbus v wonig

1&ny 0} Joud ‘aunp Ayea Jo Aeyy ajey vt pagdde vaym axoaya
5 O uMoys Uaaq Sey 9LV SNAYTIE SNTOU34SV E

"EMOLN)

0} 8£3¥% SNAVT] SNTNOUI4S Y 10 ABAED Sz Ut

o} pue Adoued ay} Japun §E4Y SHAYE SATIOH3dSY
Jo Araayap oz do of patsnipe aq pinoys Joreoydde ay | 2

"JOS HLUM SIINNVHS

IHL ¥3A0D LON QO “Adoued wed a1 sopun jos

a1 10 depnt i of Joteaydde senuelB patunow JoeAND
e ybnonp papdde ag Aettr 9¢ 4 SNAVES SMTNDYIAJSY )

‘peaids e

105§, sy auy ut juasaud 1huny Supnpolrd uxoleye
ayl jey] Jauuetl SLWES Ay Ut 519a5ul pue pum Ag
dous auy 01 peaids ag usut g sauods uaalb asay
Zzzny uaab e Se vay) pue Z2n) ayuM e se 1Sy Jeadde
U tne Gumold snfung ay) “salods uasil yum
D3IBADD 3G M Daas auy pue (no moib yw snbumy auy
{uonebu 1e s1n220 Alensn Syl 2INSIO0t USINS
0} pasadxa uaeq Sey Pass By aoua pue uonesydds
JBNY 62IN0S JUALINU B DUB JHIED B Uj0g 58

SBAJDS YIIUM PASS _.mmu?.-m_tmﬁ_._a Buwacnb snbun
Buiay e st jonposd silss &o_wmx._&c._gmu aty woy
1Buny Bupnpord uxdlel Bndhoxs kpannedwion

AqQ paasuonos jo uontuuueiboidbieye sonpas

O} UMOoUS U93g SeUY 9E4Y SAAVTA SNTTHDYIdSY

* shiagd srypiddsy BBliens Slenpoe
ugye igioy ofgioo bt ugnetydiegod

" s 8 * " '
Sugadly sp s fusisisuoow seuvew e
Ui 1onpad Siyy 95N O] BT [BISPAL [0 UCHBION B St iy

as] Jo] suonIanag

0405 BUOZLY “Hua0lg
1UNOY) UDHIFI0IZ DU YIIeasay UCHOY BuOZUY

sq) 000E~000) ‘'S4l 05 :SINILINOD 13N

VAQ-Z2v-£691 2 JaqUINK WaLLSIGEST ¥efd
yEE6g Jaquuny uonensay vda

SINIAILYLS AUYNOILNYI G TYNOLLIOAY H0 3 73Nvd 3018 335

sjgazad voleys J vepsiud e ieny “atem 10 Auayd s Sk USRS 1S3 W A1

"UORUAYE BIpaW 190 "uoleldsal eue Ak 'Bultiessg Jou Jj “ig USan of Widis SAWAY (03 TYHH! 41

‘sjenpAIpU} S1as i suopdeal xBiege asned dew eos ws pateadal Audnbay

1 pabuoiord Sisisiad VOBl Jf UDGUBLE IRAINIW 90 Iates pue deos 10 Auard Wit USEAL SHIMS NO 4t

*BUBGOA FONPUS J0U 0P pue

tinow Ag Bunpdue a6 jou op "snomsunoun stuasiad §) ~rabuy s yecy) o ¥oeq Buronot 4q Supnuoa
FaNPUL PUB JBIEM 10 $25SEI6 210 | SUNCE IBlUSID ORI u0SI0 Jo URisiud 8 NED I0IMOTIVMS At

%001
%¢Bbb BB
%80000

(P 1894) LNIWLYIHL IWOILIVHG 30 LNIWILYLS

“NOLLNYD

NAHAIIHD 40 HOV3Y 40 1N0 433X

1oL

e eOaas 1AM

{8in40 000'e) 9Edv wiens snaeg snifiadsy Juaipaibul aagoy

“dos ayy Buneuweluo

wroteje 10 Aguend au) saanpal 9e4Y SNAV T SN1T1DH3GSY 'Sy doid
i pa1eROSSE ALK00ag 1ei steonpoxd umxoieye ybi atay) 10 juncuie oy) sjawy Sutop os
U pug Ualeye Jo sluntwe s6ie sonposd ey snaey snyiBisdsy Jo sueas b saduo
8E4Y SNAYES SMTIIOYIGSY 'wona tsiy o1 soud tsni paydde uaup “dor uonos ay
ud Ageinieu S1ncdo jey) saey snpfifedsty 10 wiens € 9 984V SNAYTS SRTIOUIASY

Q33SNCLLOD 20 NOILYNINY INGD NIXC LY 4y Qa0Na3aY ¥od

SVXHIL ANV YNOZIEY

J0 SHIVIS dHL NI A'INO S0 ¥0d

9€4Y SNAVTH SNTTIOHAISY

*SBSN PR rewnE Jauyio 10 *Bunyeq atem Supuup 1oj 10 "atn
pasypa0] Jo} Pa1IAIa] G 0} 1ou 18 JOTNGUISIP 81} O} PALLINID) SIAUIBINOY)
‘aseyand 10 1e0d of staweiuos Adw WIBY JAUBIO0I 35Uy jou

o laweiuod Adws Aapdwo ) -SrauiEu0) NG SIEIRYGELLMaY
“aXOWS 1010 ARis ‘pawing ) -Bunung

4q 'sapuouIng 1200; pue NBIS AQ PRMCYE It 10 uojRIUw; &g 10 YPUE)
Kepues e up Seq Adws jo asodsip uay) uawdinba voneandde opu
Beg Adwa farodwon - (sg; 05) sbeg 205e1g :TYS0SID HIHIY INOD
JINPIEINUELY O} |BuZlEW pasnun Aue

wniay “sudgoanp sy pausds se 4o s of jonposd ye Axdde pue
papast yanpoud Jo Aguend s Auo eseyding 1YS04SI 30N SIS
fap onpoad daay {4 .221) D 06 @A0qe sainjeradus) 0} asodys jou
O(} 928211 10U 0 *SUCKIPUG AWANLXS JSPUN 2018 10U O[] YoM O BAGE
90 1w ey waieBio Guiky o swepuon onpoud sur) 350 of soud wng
uef; JateasB Arpiuny sager) o] asodxa tou o "AIp 2101 1OVHO1S

“IYSO4SIQ HO IDYHALS A
0334 ¥0 '0004 "H3L¥M ILYNIWVINOD 10N Q0

WS04S10 ONY 3DVHOLS

“SaptBuny 10 'SapIRIBSUL "SI2NLY] YA

anpau Yue e se 4dde jou o Buisn 550190 SUCHIIND j9GE] e Peay

SHOLUNYIYL 35N TYYINID

‘1egot ay) Suisn Jo "erreqol

Busn ‘wnd Buways *Sunuup Bunes 102G SPUBY USEA 'G6-Y 10 'CE

~d ‘56N 100} 2-D1 xiard soquiny ea0idde HSOINAHS Yitw 0jeutdsal

Buutaliy JSHLASnD B pue "$3A0i6 "sa0us ‘exans 'sjued Buty ys sA095

Buoy Jeam ysnw sioveandde pue ‘ssowiew "srabbey ‘sispeojman 1z

*DL10 £6-4 10 *56-d 86N gjaud Jaquinu ieaosdde HSOINFYHSI

e sotend a1 Buyanys 1siwasnp "sya0s syd saous ‘saaoS joordiatem

*spued Buoy ‘yus paaaaisbuo) ‘syeiason are siaiom Aiua Spes o)

paunbas juawdmnba sanoatoid Jeuostad "snoy b 1o {13y jeaaiur Anua

patrsal auy Buunp sease patean o Anua Japom SO 10 1818 10u 0Q
INAWILYLS AMINT-IY

“Spidy ucloo patebus

0} pandde &4 Aewy - RuBLIL §1 SRBIE DAMSUS AIRIUALIUONALS URdElpE
0} Jup J0) fenuatod ayy uaym pandde g Auo pinous apisad ay g
SHOILDIHMA ISN VUNRLINDMOY

Jates ysea jusiudinbs 1o Bursodsip uakm JREM SjEWIRIUCD

10U 0g Wew saes Yy ueaw sy) m0[EG SEAIT BRSO JO asad
S1 JG1BM BOBUNS S 1Dy SBBIE 0] 10 I31EM 0F Andanp Axdde tou og
SOUVZYH TV INIWHNOHIAKD

uatidnba vogoatosd jeuosrad 10) SNOILOIMA ASN TYHNLINUOY
BAG UNS PUE S4B LA JORIUGS PIOAY “SugpuBl Ie Jalesm

pue deos yum AyBaoioy yseps Tutnop 10 UMS UM JIBILOD BOAY TSNP
Burnealq ploay “sienprupw 2wos i uojdeal aibiaye asnes dew yaeuos
ups pateaday Auanbay) jo pabuoioly 1SZNSUSS |RUNDN BUSIOg

HOILNYD

STYWINY JILSINOA ONY NVWRH QL QUv2YH |
SINGWAIVLS ANYNOILNYDIdd

171




( X

Toxicology Data

Please refer to the following volumes:

LIST OF STUDIES IN THE CURRENT SUBMISSION

VOLUME NO. AND TITLE

Volume 2 - Aspergillus flavus isolate AF 36 -Acute Pulmonary Toxicity and Pathogenicity
to the Rat

Volume 3 - Aspergillus flavus isolate AF 36 -Acute Pulmonary Toxicity and Pathogenicity
to the Rat -Interim Report.

Volume 4-  Aspergillus flavus isolate AF 36 - Toxicity/ Pathogenicity to the Bob White
Quail Avian Inhalation Test Tier 1.

Volume 5 - Honey bee Field Study of Aspergillus flavus AF36 in Cotton

Volume 7 - Aspergillus flavus isolate AF 36 - Hypersensitivity Incidents Amendment No. 1
to MRID 43972402, Amendment No. 2 to MRID 43763404

Also please refer to MREID Number and Title of Previously submitted Volumes

43972403 Shelton, L. (1996) Acute Oral Toxicity in Rats: Aspergillus flavus isolate AF 36
43972402 Cotty, P. (1996} Aspergillus flavus isolate AF 36 - Hypersensitivity Incidents
With Microbial Pest Control Agents: Statement of Finding of No
Hypersensitivity Amendment No. 1 to MRID 43763404

43763404 Cotty, P. (1995) Aspergillus flavus isolate AF 36 - Hypersensitivity Incidentgese

With Microbial Pest Control Agents: Statement of Finding of No seer
Hypersensitivity el



Aspergillus flavus AF-36 - Waiver request for Toxicology Data Requirements, in regard to petition
proposing an exemption from the requirements of a tolerance for Sorbitol Octanoate for use in All

Foed Commodities .

Section M Guidelines: 152-10, 152-11, 152-13, 152-14, 152-15,
152-16, 152-17, 152-18, 152-19, 152-20,
152-21, 152-22, 152-23, 152-24, 152-26,
152-29

We request a waiver of all the toxicology data mentioned in 40 CFR 158.690 that pertains to

the following guidelines™®:

Kind of Data Required

Acute dermal toxicity
Primary eye irritation
Primary dermal imritation
Hypersensitivity study
Hypersensitivity incidents
Studies to detect genotoxicity
Immune response

90-day feeding

90-day dermal

90-day inhalation
Teratopenicity
Mammalian mutagenicity
Immune response

Chronic exposure
Oncogenicity

JTemestrial
Food Crop

Guideline
Reference No.

152-11
152-13
152-14
132-15
152-16
152-17
152-18
152-20
152-21
152-22
152-23
152-19
152-24
152-26
152-29

* Refer to volumes previously submitted for Toxicology data waiver requests and the rationale for

requesting a waiver for each of the data requirements.
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Non Target Organism Data and
Environmental Fate Data

Please refer to the following volumes:

LIST OF STUDIES IN THE CURRENT SUBMISSION
VOLUME NO. AND TITLE

Volume 6 Aspergillus flavus isolate AF36 Non-target Organism and Environmental
Safety Information

Also please refer to MRID Number and Title of Previously submitted Volumes

45307201 Cotty, P.. (2001) Aspergillus flavus Isolate AF36: Safety Information (Seil and
Air Monitoring of Populations of A. flavus)

45307202 Cotty, P. (2001) Aspergillus flavus Isolate AF36: Non -target Organism and
Environmental Safety Information (Soil and Air Monitoring of Populations of
A. flavus)

43763403 Cotty, P., Hartman , C. (1993) Aspergillus flavus Isolate AF36: Safety Data in
Support of Petition Proposing a Temporary Exemption from the Requiorements
of Tolerance for Aspergillus flavus for use in Cotton Production
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Aspergillus flavus AF36 - Waiver request for Nontarget organism, date and expression data
requirements in regard to petition proposing an exemption from the requirements of a tolerance for
Sorbitol Octanoate for use in Al Food Commodities production.

Section M Guidelines: 154-6, 154-7, 154-8, 154-9, 154-10,
}54-11

We request 2 waiver of all the nontarget organism, fate and expression data requirements
mentioned in 40 CFR 158.690 that pertain to the following guidelines:*

Terrestrial Guideline
Kind of Data Required Food Crop Reference No.
Avian acute oral R 154-6
Avian dietary R 154-7
Freshwater fish LC,, R 154-8
Freshwater inveriebrate LC,, R 154-9
Nontarget plant studies CR 154-10
Nontarget insect testing CR 154-11
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Rationale for Waiver Request of Non-Target Organism
and Environmental Expression Data Requirements

1. Aspergillus flavus isolate AF36 is a naturally occuring strain of A. flavus. Documentation

regarding the taxonomic position of that strain is presented in MRID No. 43763401.

. Aspergillus flavus isolate AF36, a saprophytic fungus, is 2 normal constituent of the

microflora in air and soil , and is found on living and dead plant material.throughout the
world. Aspergillus flavus is particularly prominent in hot, dry climates supplemented with
irrigation and is a ubiquitous component of the natural Arizona desert ecosystem.
Quantities of A. flavus increase during crop production. A. flavus occurs widely on crop
debris left in the soil. Refer to MRID No. 43763403, 45307201 and 45307202,

. Hot dessert valleys of Arizona have the reputation of being the U.S. area with conditions

most conductive to A. flavus. The result is perennially high levels of A. flavus on the
commercial cottonseed crop. Aspergillus flavus isolate AF36 is already present on a
broad segment of the U.S. cotton seed crop including Arizona and Texas and is 2
prominent part of the natural A. flaves community . Refer to MRID No. 43763403,
45307201 and 45307202,

Application of A. flavus AF36 does not increase the quantity of A. flavus either on the
crop at maturity or in the soil one year after application. Refer
to MRID No. 45307201 and 45307202.

. The amount of A. flavus being added to the soil (10 Ib of wheat seed containing 3,000

cfu/gram) is small in comparison to the amount of crop debris nommally containing A.
flavus that is added to the soil which includes cotton foliage, stalks, unharvested
cottonseed(i.e. bolls that are missed during harvest and splillage, and gin trash which is
often added back to the field and incorporated as organic matter.

. A. flavus occurs widely on a wide range of crops including corn, wheat, rice, barley,

peanuts, tree nuts, oilseeds and cottonseed. A. flavus is also common in livestock and
poultry feed. Refer to MRID No. 43763403,
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Efficacy Effects Data

Please refer to the following volume:

43763405

Cotty, P. Hartman, C. (1995) Aspergillus flavus Isolate AF36: Product Performance
Data. USDA/ARS and IR-4.
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Form Approved OMB No., 2070-0060

T ra— . ———.

2 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Pt 401 M Street, S.W.
WASHINGTON, D.C. 20460

Papetwork Reduction Act Notice: Tho public reporting burdon for rhis callection of information is ostimaled 1o averago 1,25 hours par respenso for regisiration |
and 0.25 hours par respensa fof reragistration anil spaciai review activilles, Inchiding time for raading the Insiryctions and complating the nacessary lorms. Sond
commanis tegarding burden eslimate or any other aspast of this cotiection of infasmation, inciuding suggestions for reducing the burden to; Director, OFPE
informuotion Managamant Division {2 [37), Li.5. Environmenial Profeciion Agancy, 40t M Stresl, S.W., Washington, DT 20460,

Do nol sand tho completad form to this addrees.

Certification with Respect to Citation of Data

Applicant'a/Regiirant's Nama, Addreas, and Telsphone Number Arizosn Cotton Research and EPA Ragisiration NumbarniFite Symbol E
Pratecisn Cpuncil, 3721 Eagl Wier Avenue, Phoenixy Arizona $3040-2933 (602) 438-005% 71693
Activo Ingradiant{e} andior repr 1alive test compourkd(e) Dala
Asperglilus flavus AF-36
Ganorol Uce Pangrn(s) (st alt thosa claimed for thio product using 40 CFR Pan (58} Product Namo i
Cotton fialds Aspergillus flavus AF-3¢€

HDTE: Y your preduct is a 100% ropackaging of anather purchased EPA-regislernsd product labetad for ati the same uses on your {abal. you do not need to
submli this form. You must oubnit the Formulator's Examnptton Siatement (EPA Form 8570-27}.

D { am rosponding 10 o Data-Caitdn Notice, and have included with this form a Est of compantas sont offers of compensation {the Data Matrix form should

ba usnd for thio purposa).
SECTION I: METHOE OF DATA SUPPORT (Check one method ondy)
| am using the cita-ail mathod of suppon, and have inciuded with 1his form { em: ustng the selecttve method of suppon {or cite-ati option "
a lis! of companies senl offers of compansation (the Oata Moiiix form B under the saiective method). and have included with this form a
should ba used for this purposo). % compigled list of dota roquirements {Ihe Oala Matrix form must be
. uvead),

SECTION i GENERAL OFFER TO PAY

{Roquired if using 1he cite-all method or whan ysing the cile-ait optien under the satactivo mathod 10 saitsty one or moro data retuiromentaj

H
| heraby offer and agies to pay compensation, 10 other persons, with regard 10 tho approvai of this application, to the extent required by FIFRA, r

SECTION (i: CERTIFICATION

i | canify ihar this oppiication for regisiration. Ihis form for reraglsiration, of this Data-Calldn response s supportad by all data submitted or cited [n the
application for registretion. the form for reregisirelion, or iha Date—Call-in rozpensa. tn additlon, if tha cita-ait option or clte-alt aption under the seloctive malthod (s
indicated in Section 1, this apptication ic supperied by all dala in the Agancy's flas that {1) concem the propetties or gilects ot this produst or an fdartical or
substontially aimTar product, or one or mora of the ingradients in this produst: and {2) e atypa of dala that would be raqulred io ba submittad under the dala
raquiroments in effect on 1ha dale of appraval of this apptication if the epplicstion seught tho Inillal ragkstrotion of o product ot dentleal or simitar compasition and
Usgs .

t cenify that for oach exclusiva usa siudy cited in suppon of this regisiration or reragistietion. that i am the original dela sutHmitter or ihat | have obtainad
the written permission of the onpinal data submitter 1o cite thal sludy.

i cortify that for oach sludy cited In support of this registraiion or seraglstration thai Is nef an oxclusive use siudy, oithor: {a) [ am tho original dalo
submitier: {b) | have obtainad the parmission of the originni dats submitter to use the study in support of this application: (o) eil pariods of atigibiiity tor
compensation have expired for the study: {d} tho siudy is In the public Eeraturo; o {8} | have natified in writing tha compeny ihat submitied 1ho siudy and have
offerad {1} to pay componsation to the axten required by sacfions 3{c)( [){F) andfos 3{c)(Z}(B} of FIFRA; and {it) fo nagotiations 1o de Ina 1ho
amount ond terms of compeansation, if any, fo bo paid tor the wse of the study.

t conify thal in all Instancos vhoro an offor of compensation s required. copies of all offers io pay compengationt and ovidenco of thoir delivary in
accordanca with sections (e} [ HF} andfor Mc){2)(B} of FIFRA are ovaliable and vill be submilited 10 tha Agency upon requast. Should { fall 1o produce such
avidanca 1o the Agsncy upon request, | undersiand that the Agency may Inifiale action to deny. cancel or suspend the regisiration of my product in conformity with
FIFRA.

t certify that the statements [ have made on this form and all attachments to it are true, accurate, and compiete, { acknowiedge that any
knowingly false or misleading statement may be punishable by fine or Imprisonment or boin under applicable law.

— Y

- ! Dalo Typed or Printed Name and Tite
o0 X | LOPRY) AT ~DIREE

lectronls and Paper versions availabie. Submit only Paper version.
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Meeting with IR-4, USDA (ARS)

Cotton Research Council and Growers (AZ)
November 7, 2002 @ 2 to 3:30 p.m.
Room 912A, Crystal Mall 2
1921 Jefferson Davis Highway, Crystal City, VA
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Aflatoxin Research in Arizona

Aflatoxin, a by-product of several naturally occurring fungi, is recognized internationally as a serious
food safety hazard, Aflatoxin is the biggest and most important mycotoxin problem affecting 1.8,
crops. It causes millions of dollars of crop losses to American agriculture each year, International food
safety organizations have lowered acceptable aflatoxin levels in foods and feeds to near zero levels
causing reduction in U.S. exports. The Arizona cotton industry as well as the corn, peanut, and tree nut
industries in the U.S. have been struggling over the past 25-30 years to find an answer to aflatoxin,
which represents a food safety issue as well as an economic problem. High aflatoxin levels severely
limit grower's ability to sell cottonseed and other cormnodities and at certain levels the products cannot
be shipped interstate. Development of procedures to produce food and feed free of aflatoxin requires a
coordinated effort by both government and industry. The sale of aflatoxin-{ree cottonseed can represent
the difference between profit and loss in an era of razor-thin inargins for Arizona cotton producers.

While US food and feed producers and processors operate extensive management programs to reduce
exposure to aflatoxin, the efficacy of this control strategy is limited. This is evidenced by the devasting
occurance of aflatoxin in crops in some of the south, mid-south, and southwest in 1998, 1999, and this
year as well as in corn in the mid-west this year. Much has been learned with the help of increased
research funds provided by Congress since 1990 but the only thing being evaluated in the field that
shows promise for controling this problem is the biocontrol strategy being evaluated in Arizona. This
technology, using a biocontrol agent (AF 36) that does not produce aflatoxin and out competes the
aflatoxin producing fungi, is very promising. EPA has granted a state wide 20,000-acre experimental
use permit (EUP) for use of AF 36 in Arizona and for 2000-acres in Texas. USDA, ARS has issued a
license to manufacture AF 36 and all the parties involved look forward to full Section 3 product
registration.

Many cotton industry organizations {iucluding Cotton Incorporated, the National Cotton Council, and
the National Cottonseed Products Association) have contributed to this USDA project and the Arizona
Cotton Research and Protection Council has initiated the development of a pilot manufacturing plant
through the investment of 2.5 million dollars in grower funds. Similar research has been started in
Texas for corn, cotton, and peanuts and for peanuts and tree nuts in other states. The completion of the
Arizona research is vitally important to the use of this technology on other crops and in other parts of
the US,

In FY 2000 Congress provided an additional $250,000 of permanent funds for this project. In FY 2001
and 2002 Congress provided $500,000 of new funds for this research and the FY 2003 budget continues
theses funds. The Multi-Crop Aflatoxin Working Group, with representatives from corn, peanuts,
cotton, and tree nuts, has been very supportive of this research which has applicability to otlier crops in
other parts of the US.

The funding has been critical for development of this program {e.g., research of product viability under
liighly variable and stressful agrononiic conditions; alternative dispersal systems; the development and
analysis of automated control systems for incubation and drying of AF 36, which would significantly
enhance tlie transfer of this technology to other commodity groups in other parts of the country).
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ke Braverman To: Shanaz Bacchus/DC/USEPA/USEEPA
<hraverman@AESOP. ce: Peter Cotty <pjcotty@srre.ars.usda.gove>, Larry Antilta
RUTGERS.EDU> <l Antilta@AZcotton.com>, Phil Wakeiyn <pwakelyn@cotion.org>,
. \ Phit Hutton/DCAUSEPA/US@EPA
10728702 04:07 PM ceo: Peter Cotly <preotty@srre.ars usda.gove, Larry Antilia
< Antila@aZcotlan.com>, Phil Wakelyn <pwalelyn@cotion.ocg>,
Phil Hutton/DC/AUSEPA/USEEPA
Subiect: FW: AL flavus AF36 meeting

Shanaz

Mov 7th is still geod for us. I understand that Gall might not be avallable,
so she can pass hey comments on to you on agenda item #2 to have them
available for the meeting.

To me the main agenda items ars:
1. Industry needs for 2003- Rlternative management technignes

2. Staus of thie Section 3 review- Status of toxicology data review and
overall projected completion date

3. EUP for 2003-how many acres for AZ and TX)

4. Label language

Thanhs

Michael Bravemnan, Ph.D

Biopesticide Coordinator

IR-4 Project, Rutgers University
Technology Centre of Mgy Jersey

£81 U.5. Highway 1 ZSouth

North Brunswick, New Jersey 08902-339%¢
Tel {732)15832-9575 ext 610

FaX {732)932-8481
bravermanfaesop . rutgers. adu

IR-4 Website www.cook.rutgers.edu/-ixrd

~~~~~ Original Message-----

From: Phil Wakelyn [mailto:PWAKELYNZcotton.orgl

Sent: Monday, Octobexy 28, 2002 8:57 AM

To: Bacchus.Shanaz@epamail.epa.gov

Cc: braverman@AESOP, RUTGERS.EDU; LAntillagiZcotton.com;
etesivtty.carlepamail. . epa.gov; Hutbton.Phildepamall.epa.gov;
Kough.JohinGepamail.epa.gov; Tomimatsu.Gail@epamail.epa.gov;
vaituzls.Zigfridaswepamail.epa.gov; plcottva@srrc.ars.usda.gov
Subject: Re: A, flavns AF36 meeting

Tnig date 1s exceptible as of now. ¥ will work with Braverman and Cotty
to get youn ap agenda.

»»>» <Bacclius.Shanazfepamail.epa.govs 10/23/02 11:11AM >»>

phil Hubton forwarded vyour proposed dates for a meeting with BPPD tLeam
members to me fol set up. We can meet with vou on Thursday, NHov 7,
2002

from 2 - 3:30 p.m. [ was just told by your recepticnist that you are
in

Egypt and will return on Wov 1. TIf this meeting time is not good for
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Braverman, Larry Antilla and Peter sUDREgdiomoksep them 1n the 1oop.
PiEdse forward att agenda Lo me as 8001 as ied5ibie,

If you have any gquestions, do not hesitate to esmall me.
Sincerely,

Shanaz Bacchus, Chemist

USEPA/OPP (Ma1l Code 73511C;

Bicpesticides and Pollution Prevention Division

1200 Pennsylvania Ave., N.H.

Washingoon D.C. 20460

Phone: 703-308-8097

Fax: 703-308-7026
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AF-36 Section 3 Registration Meeting Agenda

November 7, 2002

BPPD, USDA, Arizona Cotton Research and Protection Council, National
Cotton Council, IR-4

1. Industry needs for 2003- Alternative management
technigues

2. Status of the Section 3 review- Status of
toxicology data review and overall projected
completion date

3. EUP for 2003- (how many acres for AZ and TX)

4. Label language
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MEMORANDUM

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTCN, D.C. 20460

OFFICE OF PREVENTION,
PESTICIDES AND TOXIC
SUBSTANCES

MAY 2 4 2002

SUBJECT: Response to Comments by Dr. David Wilson, Professor of Plant Pathology,
University of Georgia on the EUP Extension for AF36 to Include Texas Cotton.

TO: Shanaz Bacchus
Regulatory Action Leader
Microbial Pesticides Branch, Biopesticides and
Pollution Prevention Division (7511C)

FROM: Carl Etsitty, M.S., Microbiologist
Migcrobial Pesticides Branch, Biopesticides a —
Pollution Prevention Division (7511C)

THROUGH: John L. Kough, Senior Scient

Microbial Pesticides Branch, bticides and

Pollution Prevention Division\(

ACTION REQUESTED: To address the comments received about the use of the atoxigenic strain
of Aspergilius flavus 1in Texas cotton.

SUMMARY OF COMMENTS: Dr. David Wilson, professor of plant pathology at the University
of Georgia made a number of comments in response to an FR announcement concerning an
extension of an experimental use permit (EUP) for treating cotton with a competitive fungal agent to
reduce aflatoxin contamination. Dr. Wilson’s concemns cover three areas: untform standards in
expression of the aflatoxin levels found in the crop; the practical significance of the proposed
treatment method in reducing aflatoxin contamination; and the significance of host stress in the
expression of pathogenicity by Aspergilius flavus.
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RESPONSE TQO COMMENTS: Uniform standards are an essential feature in communicating
scientific information as the commenter noted. In this instance, the commenter referred to the
mixing of units used to measure aflatoxin contamination. In one place the registrant referred to
aflatoxin levels in micrograms per gram of cottonseed, whereas the commenter indicated that
aflatoxin contamination is typically expressed in micrograms per kilogram of cottonseed, a thousand
fold lower level. While it is important to maintain the proper units of measure there is no indication
that the company was in error or misrepresenting the aflatoxin values they obtained. EPA is careful
to pay close scrutiny to the units of measure in data they review and the implications made from the
stated values.

The second point made was regarding the efficacy of biological control measures to reduce the level
of aflatoxin contamination in commercial crops. The commenter doubts that the demonstrated or
implied reductions in aflatoxin levels presented by the company will ever result in an improved
marketability of the treated crop. The efficacy of pesticidal products are a concern of EPA and, for
products which control aflatoxin contamination, there i$ a specific requirement that the company
present data to confirm their claim to control a public health threat. It is important to note that no
matter what the EPA decides on the matter of permanent tolerance for the proposed product, the
FDA standards for acceptable levels of aflatoxin in various foods (e.g., cottonseed meal, corn, -
peanuts) will not be changed. All the commodities, treated or otherwise still need to be under the
published FDA standards to enter the food or feed supply.

The efficacy of the proposed treatment will need to be judged in terms of reduced aflatoxin
contamination. This reduction does not, however, imply that the entire treated crop needs to meet
the FDA aflatoxin standard. If a higher percentage of the treated commodity meets the standard or
if the aflatoxin contamination in the region is lowered as a result of the treatment, that may indicate
efficacy. It will be for the growers to decide if the reduced aflatoxin contamination is worth the
treatment costs. This is a difficult question to address since Aspergillus flavus colonization with
subsequent aflatoxin contamination is a sporadic event even in commodities where it is a chronic
problem as the case with Arizona cottonseed.

The third point is that the atoxigenic fungus Aspergillus flavus AF36 must be tested on stressed or
immunosuppressed species to detect any pathogenic potential in plants, insects or mammals. EPA
recognizes that microbial agents such as the atoxigenic fungus Aspergillus flavus AF36 have unique
hazards to examine compared to chemical pesticides. EPA has developed a series of guidelines
[OPPTS 885 Series] specifically to address the issue of potential pathogenicity to mammals and
other non-target species. These guidelines are designed to address the normal immune response to
microbial exposure which includes non-self/foreign recognition and an eventual a response or
clearance by the immune system over time. Any microbe, when given the opportunity, will
probably colonize a host without normal immune resistance. This colonization may lead to
proliferation, infection and even pathogenicity. EPA 1s examining new methods that may address
the potential of a microbe to infect stressed or immunocompromised hosts. In the interim, special
measures have been included in the experimental treatments with the atoxigenic fungus Aspergillus
Sflavus AF36. These measures will greatly reduce any fungal exposure outside of the designed
experimental use area. The experimental plan requires extensive data collection to examine the fate
and persistence of the atoxigenic fungus Aspergillus flavus AF36 as a component of the local fungal

2
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¢

population.

Lastly, as an important to note, Aspergillus flavus is a normal component of the environment;
exposure to this microbe is inevitable unless extraordinary precautions are taken. Given the
ubiquitous nature, precautions associated with the experimental use to avoid unnecessary exposure,
data indicating no harm to test rodent species by oral ingestion of the atoxigenic fungus Aspergﬂ!us
favus AF36 as well as the current FDA monitoring of aflatoxin levels in cottonseed, there is a
reasonable certainty of no harm rcsultmg from the use of the atoxigenic fungus Aspergillus flavus
AF36 under the current EUP. '
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*Confidential Statement of Formula may be entitled to confidential treatment*



PRECAUTIONARY STATEMENTS

HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION
Polentiat dermal sensitzer, Prolonged o frequantly sepeetad skin
contact may causa allergic reaction Ih some Individuats, Avold
breathing dust. Avoid contact with eyes, skin or dothing. Wesh
thoroughly with soap and water after handling. Avoid contact with eyes
and skin. See AGRICULTURAL USE DIRECTIONS tor persanal

pratection equipment.

ENVIRORMENTAL HAZARDS
Do not apply directly 1o water, or 1o greas where the suface waler s
present of o intertidal areas below the mean high waler mark. Do not
conaminate water when disposing of equipment wash watsr.
Establish and adhera to a 400 foo! butier zons tor all AF36 treatments
with respect to all schools, day care canters, hospitals, nursing homes,
heatth care and other treatment centars where Immune compromised
individuals may ba found. In Texas, do not apply within 2G yards fom
the edge of a siream channe! and selact sites where vegelation around
the cotton fields is at least 3 inches.
AGRICULTURAL USE DIRECTIONS
Tha pesticide should onty be applied when the potential for drilt to
adjacent sensitive areas (e.. residantial areas, bodies of water, known
hatal jar threatansd or sndangered species, non-largat cops} s
min{mel (.9, when wind ia blowing Bway from tha sensitve ereas).
RE-EMTRY STATEMENT
Do not sntar of allow worker antry knte treated ereas during the
restrictad entry inlscvat (REL of 4 hours, Personal protective
equipment required for eary entry workers are: Coveralls, long sleeved
shizt, long pants, waterproof gloves, shoes plus socks, dustimist
fittering respirator with MSHAMIOSH approval number prefix K95, P-
§5, or R-95 or TC-2tCMixerfoaders, faggers, markers, and applicators
must wear Jong sleeve Shirt, long pants, socks, shoes, gloves, and 8
dustmist fitering resplrator with MSHAMNIDSH approval number prefix
TC-2tC or N-95, P-95, or R-95, Wash hands belors eating, drinking,
chewing gum, uaing tobacco, o uslng the kel

STORAGE AND D!SPOSAL
DO NOT CONTAMINATE WATER, FO0D, OR FEED BY STORAGE
OR DISPOBAL

STORAGE: Store dry. Do notexposa lo refativa humidity greater than
80% prior to use. Da not store for periods greater than 12 months,
This product ontains a living organism that must be alive fo work. Do
rot slore under extrerme condibions. Da not freeze. Do nol sxpase ko
tompatatures ubovs 83~ C (1227 F). Koop product dry,

PESTICIDE DISPOSAL: Purchase anly the quaniiy of pro-dutt
needed and apply all product to tha crop as specified In the directions.
Returm any unused materal fo manutacturer.

CONTAIRER DISPOSAL: Paper Baga (50 ths.} - completaly smpty
bag into application equipment, Then dispose of emply bag in 2
sanitary iandil or by incingration, or, if allowed by State and local
authorities, by buming. If bumed, stay out of smake.
Retumable/Refiiable Bulk Containars: Completaly emply container.
B no! rinse container. Returr emply containers to point of prrchass,
Containam retumed o the distributor are not to be recycled for
loadiised use, or lor drinking water, bothing, or olher humanjanimal
uses. .

Cmm_gmz.;r USE PESTICIDE

EXPERMMENTAL USE ONLY - NOT FOR SALE TO ANY PERSON OTHER THAN
PARTICIPANT OR COOPERATOR OF THE EPA - APPROVED EXPERIMENTAL USE
PROGRAM THIS LABEL MUST BE IN THE POSSESSION OF THE USER AT THE

TIME OF APPLICATION

FOR USE ONLY AT AN APPLICATION SITE OF A COOPERATOR AND IN
ACCORDANCE WITH THE TERMS AND CONDITIONS OF THE EXPERIMENTAL

L

PROGRAM -READ SAFETY DIRECTIONS BEFORE QPENING

ASPERGILLUS FLAVUS AF36

FOR REQUCED AFLATOXIN CONTAMINATION OF COTTONSEED

ASPERGILLUS FLAVIS AF36 is 2 strain of Aspargilus flavus that occurs naturally on tha cotten crop.
When appiied (ust prior io first bioom, ASPERGILLUS FLAVUS AF3& compatas with siralns of
Aspergilus favus that produce large amounts of aliatoxin and in so dolng fimits tha amount of these
high aflaoxin producers that becoma associated with the crop. Thus, ASPERGILLUS FLAVUS AF36

reduces the quantity of afatoxin contarninating the cop.

Acie ingredient: Sterla wheat seeds colonized by Aspergifius fiavus strain AF36 (3,000 CFLIg)....... 100%

Inar Ingredients:

Total:

EUP number 63224-EUP-1

KEEP GUT OF REACH OF CHILDREN

STATEMENT OF PRACTICAL TREATMENT (First Ald)

IF SWALLOWED: Call a physician o5 Polson Control Center. Drink t or 2 glasses of water and induca vomiting by
touching back of throat with finger. !f persan is uncoascious, do not ghve anything by mouth and do not induce vomiting.

IF OR SKIN: Washwith planty of soap and water, Ga! medical attention ¥ initation parsists.

{F INHALED: Remove victim fo fresh alr, If not breathlng, give artifical resplration. Get medical atiention.

IF IN EYES: Flush 8yes with planty of water. Call 2 physician if imitation persists,

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

EPA Registration Number 69224-EUP-t
EPA Establishmen! Number ¥1693-A2.001

USDAARS Southem Reglonal Research Centar

Now Odaans, LA 7078

NET CONTENTS: 50 (bs, 1000-3000 lbs

GENERAL USE PRECAUTIONS
~Read aii (abe( ditectlons before using. Do nol apply in combination wifh ferliilzers, Insecilcides, or

ACCEPTED

fungicides.

Directlons for Usa

itis a violation of Federal Law lo use this product LO
tn e manner Inconelstent with Its labaling. =]

-
For appifcation o colton to control aftatoxin
producing stralns of Asperifius fevus.

ASPERGILLUS FLAVUS AF 236 has been showm
{o reduce aflatoxin contaminabon of cottonseed by
competitively excluding afiatoxin producing fungi
from the developing crop. This product s a living
fungus growing on sterile wheat seed which
serves as both a camier and & nuident source.
Aftar application and once the seed hes been
exposed to sufficlant molsture {thls usuelly occurs
at istigation) the fungus will grow out and the seed
will be covered with green spores. The fungus
growing out will appear firs! as a white fuzz and
then as a green fuzz. These green spores will
then be spread o the crop by wind and Insects In
the same manner tha! the affatoxin producing fungi
present in the field’s soi! are spread,

DIRECTIDNS FORUBE

{. ASPERGILLUS FLAVUS AF36 may ba appiied through &
cultivator mounted granuiar applicator to the surface of the
soif under the plant canopy. DO ROT COVER THE
GRANULES WITH SOIL.

2. The applicator should be adjusted to optinize delivery of
ASPERGILLUS FEAYUS AF36 under tha canopy end fo
minimize defvery of ASPERGILLUS FLAVUS AF3S o
furows.

3. ASPERGILLUS FLAVLIS AT 36 has been shown o be
effective whan appiied in Tale May o eardy June, prior to
first bloom. A singla bpptication should ba made durng tha
last cuttivation before bloom.

4, For best results, the crop should be furrow imgated with at
least 2 Inches ot waler within three days after appication of
ASPERGILLUS FLAVUS AF36.

5. Use 10 1bs o ASPERGILLUS FLAYUS AF26 per acra {per
13,000 iinear fee! based on 40 inch rows).

Aarlal Application: Product may be spplled by alr
at the specified rate. ([ applylng 2erally, apply whr
wind speed Is 10 mph or lgss. As with ground !
application, cuttivation after application may ~
dimintsh efficacy.

WARRANTY STATEMENT
To the extent permitied by State Law, user
assumes all risks of use, storage, and handling of
this matedal not in strict accordanca with
directions given harewith.
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J“mnm% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
4 M % +  WASHINGTON, D.C. 20460-

(&

GFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

MEMORANDUM LTIRR W

SUBJECT: Review of Additiona! Material for 4. flavus AF36 on Cotton -
MERID 45307202

Shanaz, Bacchus, Regulatory Action Leader
Biopesticides and Pollution Prevention Division (?511

FROM: ( iS Tomimatsu, Ph. D., Plant Pathologist, .'
Biopesticides and Pollution Prevention Dwumt?('? 11C)

‘I‘HROUGH* Zigfridas Vaituzis, Ph. D., Senior Scientist
Biopesticides and Pollution Prevention Divigio 1 IC)

REGULATORY BACKGROUND and CONCLUSIONS

In 1999, BPPD determined that submitted materials and public information regarding the

A. flavus biology and ecology, were sufficient to justify experimental applications of the MPCA
(atoxigenic 4. flavus Strein AF36) on 20,000 scres of cotton to reduce naturat populations of
toxigenie (aflatoxin-producing) 4. flavus. Nontarget avian (oral and pulmonary routes of

" exposure) and honeybee toxicity/pathogenicity testing were required for full registration on

" cotton grown in Arizone. As a further cordition of the EUP, data from air monitoring studies of
Aspergillus flavus spore levels produced in treated and non-trested control fields were required
during testing, cspecially during July through October, when spore loads are expected to be at
peek levels,

Dr. Peter Cotty, through IR~4 has submitted the requested studies of Aspergilius flavus
spore levels produced in treated and non-treated control figlds in the MRID # 453072-02, A
formal DER is unnecessary for the study, as no specific OPPTS Guidelines were addressed and
results help establish 2 *baseline” for populations of A. flavis in cotton fields. Furthermore,
rauch of the study will be published in a peer-reviewed journal, Accordingly, the study is rated
supplemental and will be kept on file for reference as needed.

Intemer Addresa (URL) » Sutp/Avenv.opagov
Ravyciadfteeycinbis « Prinied wilh Vopainbie C2 Based Inis on Recyciod Pepsr (Mindmogn 30% Posioonsiimet]
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Oy, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{m WASHINGTON, D.C. 20460

i

"

OFFICE OF
PREVENTION, PESTICEIES AND
TOXIC SUBETANCGES

potom
MEMORANDUM
SUBJECT: Review of Protocol for Testing the Toxicity/Pathogenicity of the MPCA,

Aspergillus flavus Strain AF36 (Chemical No.:006456) to Avian Species: DP
Barcade:1D274694; Case No:03976; Submission:$596777; ID #; 069224-EUP-001

TO: Shanaz Bacchus, Regulatory Action Leader
Biopesticides and Pollution Prevention Division (757 N |
FROM: | il 8. Tomimatau, Ph, D., Plant Pathologist, ; g/zq b/
Biopesticides and Pollution Prevention Divisiopf (7511

THROUGH: Zigfridas Vaituzis, Ph. D., Senior Scientist % g .ﬁ%l.j/g/

Biopesticides and Pollution Prevention Divisiof7511C)
ACTION REQUESTED

A draft protocol for evaluation of avian pulmonary risks to the MPCA, Aspergillus flavus
Strain AF36 was submitted for review and comment prior {0 testing at 2 European contraoting
facility, Huntingdon Life Sciences, Ltd., Wooley Road, Alconbury, Huntingdon, Cambridgeshire
PE28 4HS, ENGLAND. According to the submission, the study will be conducted in
compliance with the principles of Good Laborstory Practice Standards as set forth in: UK Good
Laboratory Practice Regulations 1999 (Statutory Instrument No. 3106), the QECD Principles of
Good Laboratory Practice (rev. in 1997), ENV/MC/CHEM(58)17, and the EC Commission
Directive 1995/11/EC of March 8, 1999 (Official Journal Ne. L. 77/8).

REGULATORY BACKGROUND

In 1999, BPPD determined that submitted materials and public information regarding the
A. flavus biology and ecology were sufficient to justify experimental applications of the MPCA
(atoxigenic A. flavus Strain AF36) on 20,000 acres of cotton to reduce natural populations of
toxigenic (aflatoxin-producing) A. flavus, Avian {oral and pulmonary routes of exposure) and
honeybee toxicity/pathogenicity testing were required for full registration on cotton grown in

Intormol Address (URL) « hupi/fwww. epa.gov
Rusyoiat/Flacyciatis « Prmad wiih Vegelzhia OF Based Inlos on Pseyckid Paper Qdinimum 0% Posioonsymar)

T _Anas 1004 23293282391 96X 19843
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Arizona, Further, it was recommended that avian pulmonary pathogenicity tests be performed
sinoe the inhalation route is the most likely pathway for Aspergillosis infection in avian species.
The current OPPTS Guideline 885.4100 recommends either of two approaches for dosing test
birds: trachea) instillation and aerosol inhalation.

SPECIFIC COMMENTS TO AVIAN ACUTE PULMONARY PATHOGENESIS
TESTING

Mothod of Dose Admigistration

According to the dreft protocol, test doses will be administered by direct intratracheal
instillation (IT). The prefsrmd route of administering MPCAs for pulmonary exposures involve
inhalation sdministrations, since these represent a more accurate simulation of field eXposures.
Other studies (EPA, 1990) have shown that IT instillation results in a particle size deposition in
the rcspmmry tract that is very diffarent from that of asrosol ighalation. For example, ina
compansnn study of aeroso! exposures and IT instiilations of microspheres (within the range of
particles sizes from Arizona cotton fields; Bock and Cotty, submitted 2001} and microorganisms
on bobwhite quai] chicks, there were markedly higher frequencies of the wicroparticles (or
microorganisms) distributed in tiesues other than the nasal/tracheal for the instillation than with
the acrosol inhalation administration. Consequently, the IT instillation method of dosing does
not sppear to present a *‘worst-case scenzrio” when compared to the aerosol-inhalation methed of
dosing. Also, delivery of the microorganisms via the instillation approach may also result in
expulsion of the dosing solution, thereby contaminating bird feathers, or even the handler.

A justification for using the direot intratracheal instillation routs of administration instead
of the preferred inhalation route should accompany the study.

Test Material Dosage

The maximum daily dose of 10* conidia/m] is preferable to the previously agreed dosage
of 5 x 10* Aspergilius flavus spores/m| as discussed via telephone agreement between Dr.
William Biehn, IR-4 and Dr. Doug Gurian-Sherman, U.S. EPA on September 21, 2000.  This
dosage is apparently based on the maximum number of spores recovered daily from air gamplers
(400 1o 450 conidia m’ } in, or proximal to cotton fields during May 1997 to March 1999 (Bock
and Cotty, 2001.; MRID 453072-02). In the Addendum to the Protocol, the suthor (author
unknown) specifies that the concentration of Aspergillus flavus AF36 should be 10° conidia per
ml. Furthermore, the daily dosing concentration should be verified by dilution plate technique
{afer 48 hours of incubation) gach of the § days that the binds are dosed, since the protocol
gpecifies that fresh dosing solufions be prepared daily.

of Dosin utio d Treatrnents

The vehicie (p. 5, Itera 3.2- to be confirmed) used to deliver the 4. flavus dosages should
be used as the basis of a nagative control (p. 7, Item 5.1). The protoco! spacifies that the

2
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-~ infectivity control group be treated with inactivated 4. fiavus AF36; the inactivated fungs!
. inoculum should be prepared by mixing the fungal suspension with formalin or another chemical |
. {perhaps 0.05% sodium hypochlnnic) that has been shown to inhibil conidial gerrmnatxon or -
> mycelial prowth, without ccmpmm:smg conidial inteprity. Following suspension, the inactivated
fungus shoild be washed a minimum of three times and resuspended in sterile buffered saline or
the “vehicle" (sterils) for inoculation. Conidiel populations should algo be estimated with a
hemacytommr or other suilable counting chamber.

C Q‘bscggstmns (Acchmanon, Durmg Test, Post-Dosmg, Post-mortem) - - e

. The protocols as descn'bed are acceptablc The contracting laboratory may also wish to .
" consider including any evidence of respiratory tract involvement and invalvement at distant sites -
including liver, kidney, spleen, cerebrospinal system, gastrointestinal system i their necropsy

| report(s). Assezaments of histopathologieal findings, lesions noted and MPCA tissue isolations

@

should be iricluded in the final study report. Complete methodology for histopathological ,
preparations, MPCA isolations and mlcrubmlogxcal quantification procedures need mc]usmn in |

. the final report also,
.. _..-'. - _-1--

‘The xubrmttcd pmtoco] is very similar to procedum established fn OPPTS Gmdchm:
885.4100, Avian Inhalation Test, Tier L test protocols which have not been evaluated in the
laboratory. Ascordingly, we find the submitted protocol scientifically sound. The final report.
should also include dicl and water snalyses, as well as information regarding the intensity of the
lights (lux) during the 14-hr/10 hr darkness photoperiod. - |

Litersture Cited:

1. Bock, C.H. and P J. Cotty. 2001. Seasonal changes in the quantities of Aspergtilus flavus and
other propagules in the air over Arizona cotton fields. Phytopathology 91 (7} : in press.

2. MRID 453072-02: “Aspergillus flavus isolate AF36 Nontarget Organism and Environmental
Safety Information (Soil and Air Monitoring of Populations of 4. flavus™.) Pm;cct 1LD. Number
[R-4 PR No. 52B. (No BPA Dats Evgluanon Report prepared). [

! . ) . '. . .
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CPPTS 885.4100 Avian inhalatlon test, Tier L,

(a) Scope—(1) Applicability. This puideline is intended to meet test-
ing requirements of the Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA) (7 U.S.C. 136, et seq.).

(2) Background. The- source material used in developing this har-
monized QPPTS test guideline is OPP guideline 154A-17. The Agency
recognizes that this test protocol has not yet been evaluated in the labora-
tory. An inhalation exposure may be acceptable in lieu of mstillation and,
for some microorganisms, the Agency may accept a request for waiver
of this test with appropriate justification. It would be advisable to contact
the Agency before performing the respiratory testing.

(b) Test standards, Data on avian respiratory pathogenicity of micro-
bial pest control agents (MPCASs) must be derived from tests which satisfy
the purposes of the general test standards in OPPTS 885.0001, and all
the following test standards:

(1) Test substance, The actual form of the materal to be used as
the test substance is described in OPPTS 885.4000. In addition, any sub-
stances used to enhance virulence or toxicity should be tested along with
the test substance. '

{2) Specfes. Testing shall be performed on one avian species (pref-
erably bobwhite quail). Other species may be used but a justification must
be supplied based on increased susceptibility to the MPCA or ecological
considerations which preclude the use of recommended species.

(3) Age. Birds used in this test should be from 14 to 28 days old
at the beginning of the testing perod. Within a given iest, all birds shall
be as close to the same age as possible.

, (4) Controls. (i) A negative, nondosed control group is required.

(ii) A concurrent control group is required and shall be treated with
the pure active ingredient that has been inactivated in such a way as to
preserve cellular integrity.

(iii) After dosing, two unireated contact control birds are reguired
and shall be placed in with the treatment group receiving the maximum
hazard dosage.

"~ (5) Number of birds per desage level. Each treatment and control
group shall contain at least 10 birds. When there is only one treatment
group at least 30 birds shall be tested at that treatment level.

(6) Route of exposure, The test material should be administered by

intranasal or intratracheal instillation. Depending on the physical properties
of the agent being tested, an alternate route, such as use of an aerosal,

1
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Thisis anlbmission.

One copy of the PPC diagnosis and one cary off the annotated bibliography are

provided for your files. The PPC has alrea’y mailed out the submitter’s copies
of tte twe documents.

i

.T:i: is 2 2ARTIALLY ACCEPTED / CCHPLETELY REJECTED submission.

A oo ol the PPC diagnosis and the annamiec

e bibliography are provided for your
;. 2 32cond copy is provided for vour ise im corresponding with the data |
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DEC |8 1998

U.S. ENVIRONMENTAL PROTECTION AGENCY
Ooffice of Pesticide Programs

INTERREGIONAL RESEARCH PROJECT NO. 4
NJ AGRICULTURAL EXPERIMENT S5TA

P.0. BOX 231

NEW BRUNSWICK, NJ 089030231

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 12/11/98. Our staff
has completed a preliminary analysis of the material. The results are

provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID‘s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any guestions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.
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inferregional Research Project No. 4
Center for Minor Crop Pest Management

DEC 10 1998

Dy, Janet Andersen

Biopesticide and Pollntion Prevention Division
¢fa Document Processing Desk

Ofhce of Pesticide Programs - 7804C

U.S. Environmental Protection Agency N
401 M Street (8W) R
Washington, DC 20460-0001 AEREE .

Subject: Aspergillug Gavus AR36/Cotton (AZ only) oo
Petition Amendment PPEEHD0L o et
EPA Company No. 71693 - R .

Amended Mannfacturing Process and Additional Non- '}argeL A
Organism and Eovironmental Safety Information et

Response to:

pgisirat) g_mm.ugmqggrgm Sﬂﬁvub AR36
on { 0! t:m i Arizona - Additional Reqnon%v nse Jtems

Dear Dr. Andersen:

This 18 in regard (o EPA’s letter of 16 September 1998 (see attachment). Enclosed
are our responses to items 3,7,8,8 and 11 of EPA’s letter as well as tems (@), (b) and (c) on
page 2 of KPA's letter. IR

v, .
A L2
I‘t l

Regarding item 3 of EPA's letter, we agree that the word elimination is mappzqf)l ;a,l,e
and will in the fitture only refer to it as an aflatoxin reduction program. ... N
RN * i
Regarding items 7.8 and 11, enclosed please nd additional non-tdrgi,.x(,l gamém anfl.
environmental safety information as well as a revised manufacturing process !t St ‘
< » i :‘ IERE
Lastof Studies Submitied in Support of Proposed AR e e
Exemptien from the Heauirement of a Tolerance o AR
fur Aspergillus flavus isolate AF36. Y ‘_- :

condimmed ... ... ... B

Teehnology Cemre of Now Jersey
GRS, Highway #) Souds » North Bamswick, NJOSS02-3300 « 732329575 « Taw FRRICERS TS

TR GTARE el ST OF R LERIY
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Dr. Janet Andersen {(con’t)

Yolume No. and Title

Volume I - Aspergillus flavus isolate AF'36 - Non-target Organism and
] Environmental Safety Information - Additional Rationale for Waivers -
Admin . Addendum to Volume 6 of 7 Submitted to EPA on T/1/98.

Volume 2 - Aspergillus flavus isolate AF36 - Amended Manufacturing process
! Amendment No. 3 to MRID No. 43763401.
AATABTOA |
Regardin% itemn 9 of EPA’s letter, the labels submitted to EPA on 7/1/98 require
applicators and other handlers to wear the following personal protective equipment:
coveralls, long sleeved shirt and long pants, waterproof gloves, shoes plus socks and a
dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C,

. maintained and the manufacturing staff will be trained to maintain these techmqueé: o

L3
L3

Regarding EPA's comment under item (b) on page 2, pillow cases containing seeds are

only used for drying in the small scale lab production and will not be used fot drying the seed
for either the proposed Experimental Use Permit or the Section 3 Registration et

[ 3] T !
rr o)

Regarding items {a), () and () on page 2 of EPA’s letter of 8/16/98, pidase seb
attached report entitled "Aspergillus fiavus isolate AF36 - Amended Manufatiuring Prdcess”.

[ s
LI 4

Regarding item {c), exhaust air will be passed through a HEPA filter that will. prevent

release of contaminants, Regarding item (¢), product integrity (quality) will be monitored by
the quality assurance steps outlined on pages 9 and 10 of MRID #44626101.

Sincerely,

(ol e / gﬁa,/éw

William L. Biehn, Ph.D.
Coordinator
IR-4 Project

WLE:is
Enclosure

cc: Peter Cotty, USDAJARS (w/encl) LR
Larry Antilla, ACRPC (w/encl) AEARRD

Phil Wakelyn, National Cotton Council {w/o encl) ' ‘(““ ‘e ,;' '
Jane Robens, USDA/ARS (wloene TR
Phil Hutton, EPA (w/o encl) T

charedpetitionbichn twe'aapgltr.az ! CLf
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interregional Research Project No. 4
Center for Minor Crop Pest Management

BEC 10 1998

Dr. Janet Andersen

Biopesticide and Pollution Prevention Division

¢/o Document Processing Desk

Office of Pesticide Programs - 7504C L
U.S, Environmental Protection Agency o
401 M Street (SW) Lt
Washington, DC 20460-0001 oo .

Subject: A itlu vug AF36/ AZ TERY :
Petition Amendment PP§EHJ01 ! : Vel

t 41t

EPA Company No. 71693 veredt .

Amended Manufacturing Process and Additional Non-Target « ee
Organism and Environmental Safety Information Teiee

Response to: rof mber 16, ntitled . v
regi ign Meetinig on Hlus flavu
n ni iz - itional I

Dear Dr. Andersen:

This is in regard to EPA’s letter of 16 September 1998 (see attachment). Enclosed
are our responses to items 3,7,8,9 and 11 of EPA’s letter as well as items (a), (b) and (c) on
page 2 of EPA's letter.

Regarding item 3 of EPA’s letter, we agree that the word elimination is inapp rqﬁrxate
and will in the future only refer to it as an aflatoxin reduction program. ... LI

£ P . ‘

Regarding items 7,8 and 11, enclosed please find additional non- tang:l;: mlgams‘m anll
environmental safety information as well as a revised manufactunng process:! bee  Lley ¢

||f'|‘ ‘:."
. . N . %o +
List of Stu ubmj in Su PR,
xemption from th i n f Toleran ' '

for Aspergillus flavus isolate AF36.

continued ........... . ..

Technology Centre of Mew Jersey
681 U.S. Highway #1 South = North Briunswick, NJ 08902-3390 « 732/932-9575 « Fax: 732/932-8481
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[

Dr. Janet Andersen {con't)

Volume Na. and Titl

Volume 1 - Aspergillus flavus isolate AF36 - Non-target Organism and

] Environmental Safety Information - Additional Rationale for Waivers -
Admm . Addendum to Volume 6 of 7 Submitted to EPA on 7/1/98.

Volume 2 - Agpergillus flavus isolate AF36 - Amended Manufacturing process
! Amendment No. 3 to MRID No. 43763401.
447413701,

{

Regarding item 9 of EPA’s letter, the labels submitted to EPA on 7/1/38 require
applicators and other handlers to wear the following personal protective equipment:
coveralls, long sleeved shirt and long pants, waterproof gloves, shoes plus socks and a
dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C,

maintained and the manufacturmg staff will be trained to mamta;n these techmqueS """
Regarding EPA’s comment under item (b) on page 2, pillow cases containing seeds are
only used for drying in the small scale lab production and will not be used fot drying the seed
for either the proposed Experimental Use Permit or the Section 3 Registration et
Regarding items (a), (b) and (¢) on page 2 of EPA's letter of 9/16/98 ‘p;éase seé' e
attached report entitled Asngrglllus flavusg isolate AF36 - Amended Manufacturing Process
Regarding item (¢), exhaust air will be passed through a HEPA filter that wﬂL‘;“re:vent

release of contaminants. Regarding item (¢), product integrity (quality) will be monitored by
the quality assurance steps outlined on pages 9 and 10 of MRID #44626101.

- Smcerely,

(o z;fgﬂlw

William L. Biehn, Ph.DD.
Coordinator
IR-4 Project '
WLBjs - L
Enclosure '

cc; Peter Cotty, USDA/ARS (w/encl)
Larry Antilia, ACRPC (w/encl)
Phil Wakelyn, National Cotton Council (w/o encl)
Jane Robens, USDA/ARS (w/o encl)
Phil Hutton, EPA {w/o encl)

PR

shaved potition sbichn ewohaapgite.az
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ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL
2403 West Huntington, Suite 101,
Tempe, Arizona 85282-3166
i (602) 438-0059
(602) 438-0407 - Fax

June 26, 1998

Dr. Janet Anderson

Biopesticide and Pollution Prevention Division
¢/o Document Processing Desk (APPL)
Office of Pesticide Programs - 7504C

U.S. Environmental Protection Agency

401 M Street (SW)

Washington, DC 20460-000}

. Subject : Aspergillus flavus AF 36
Arizona Cotton Research and Protection Council Application

EPA Company No.: 71693
Dear Dr. Anderson:

° Enclosed please find our Application for Pesticide Registration for the above subject
product. Enclosed also are:
© product chemistry information,
@& proposed label (five copies),
© confidential statement of formula;
@ certification with respect to citation of data statement,
etc

. In support of this application, please refer to the following petition entitled:
“ Aspergiltus flavus isolate AF 36 / Tolerance Exemption in or on Cotton”.

The above petition was submitted by IR-4 on behalf of the USDA and the Arizona Cotton
Research and Protection Councit.

As per PR Notice 88-4, the registration of the above use is exempt from fees.

M )
Larry Antilla TR e,
ACRPC, i
Staff Director e . :. .
' wintAflatoxin\Use permit ‘etee"
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pemsy  United States Agricuitural Mid South Area 1100 Robert E. Lee Boulevard
:@} Department of Research Southern Regional P. Q. Box 19687 .
£ Agriculture Service Research Center New Orleans, Louisiana

. 70179-0687

June 18, 1898

Dr. Janet Anderson

Biopesticide and Pollution Prevention Division
c/fo Document Processing Desk

Office of Pesticide Programs - 7504C

U. S. Environmental Protection Agency

401 M. Street {SW), Washington, DC 20460-0001

® RE: ASPERGILLUS FLAVUS AF36
Dear Dr. Anderson:
This letter authorizes the Environmental Protection Agency to refer to the
USDA/ARS Southern Regional Research Center data on Aspergilfus flavus when

. considering the application for registration of Aspergiflus flavus AF36 submitted by
the Arizona Cotton Research and Protection Council,

Sincerely,

Research Plant Pathologist

st *
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e
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- IHDUSYRY s,

Intetregional Research Project No. 4
Center for Minor Cron Pest Management

Dr. Janet Andersen

Biopesticide and Pollution Prevention Division (7511W) JUN 25 1008
Office of Pesticide Programs e
U.S. Environmental Protection Agency

401 M Street (SW)

Washington, DC 20460

RE: Aspergilius flavus isolate AF36 Tolerance
Exemption for Cotton

Dear Dr. Andersen;

The IR-4 Project authorizes the EPA to review the above subject petition which was
submitted to EPA on 6/25/98 in support of the application for registration of Aspergillus
flavus AF36 that is being submitted by Larry Antilla of the Arizona Cotton Research and
Protection Council.

Smcerelyt
m{f/@aﬂ/ M

William L. Biehn, Ph.D.
Coordinator
IR-4 Project

WILEB:js ves o
[ E LN RS} L]
L L N
L) »
[ EE R R R}
L) L] .
.. :..."
LE LR R L]
L) L]
LR RN RS L)
: .".
[E RN J
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Ploaxas road instructions on ravarse bafore mmefon'nq farm,

Formi Approved. OMB No, 2070-0060. A

roval sxpires 05-31-38

Unitod States

FEPA

Environmental Protection Agency
Woshinguon, DC 20450

X

Registration OPF Identifior Numbor
Amendment o~
Amen 245110

Application for Pesticide - Section |

1. Company/Product Numbar
71693

2. EPA Produc] Managor
S, Bacchus

3, proposed Classification

4. Company/Product (Namal
ASPERGILLUS FLAVUS AF36

PME

Nono D Restricred

5. Namo and Addrosg of Applicant finclude ZIP Codot

Arizona Cotton Research
Canncil

and Protection

2403 W. Huntingron Drive, Suite 101

Tempe, AZ B3282-3166
D Chack if this is & new atdrass

to:
EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3{e}{3}
il my produrt is similar or identical in compasitien and !skoling

Preduct Name

Section - i

D Amondmont - Explain balow,

D Rosubmission in rasponae to Agency letter datad

D Notification - Explein below,

[]
L]
[

Finol printed lebels in responso to
Agency lottar dated
*Me Tao"™ Application.

Othar - Explain bolow,

Explanation: Uso odditionsl pagols) il nacassory. 1Far soction | end Section 1.}

Section - 1l

1. Matorial This Product Will Be Packagad In:

Child-Rasistant Peckaging Unit Packaging

Watar Solubla Pockaging

2. Typa of Contsiner

- Yoz* Yoo - Youa Matal
Plantic
Na No Ng Glass
- . i "Yeg" No. per If "Yos* No. pat ' Papor ’
* Certification must | Uit Pockaging wat,  contoinor Packogo wit containar Othar (Specifyy_Bullk Bags
be submitted - ‘ —n AT
4, Sizels] Rotoil Contginar 5. Location ol Lebal Diractiona

3. Location of Nel Contants Information

Lobol D Contoinar

Paper

Bag:

Zullk Bags:

50 1bs,
1000-3000 1h.

On Labal
On Labeling accornpenying preduct

&. Manner in Which Label is Affixed te Product

X

Papor,

Lithogroph

D Other

lucd

Stenciled

Section - IV

1. Centact Point JComglete Rems ditactly below for idenrification of individual to be confacted, if necassary, {0 pr:acass thiz applicarion.}

Namao
Larry Ancilla

Titlo
Staff Director

Tolophana No. linduds Aroa Codal
602-438-0059

Certifitation B. Date .Rpg};cstiun
I conily that the statements | hove moade on this form and ol ettschrents tharato ore trus, accurate and cogiging o Rocaived
I acknowladga t‘hat any knawingly folsa of misloeding statement may bo punisheble by fino or imprisenment®r & 3 {Stamped)
both under epplicebla low.
Y
2. Signeturp -7 P 1 3. Title Cer’ » .
L N L o )7___ :o [ XL
S e &L/\—/? Staff Director et
; i 7 .0 .
4. Typad Numo/ 5, Date M ... [
* - *e0 e
Larry Antilla ( ‘“g'z 6'/' ?y e
[ ] " =
24 =

EPA Foem B570-1 1Rav. 8-341 Pravioua aditiona are obsolete.

‘White - EPA Flls Copy loelglaall

Yellow - Applicant Copy
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CONFIDENTIAL STATEMENT
OF FORMULA FOR END USE PRODUCT
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*Confidential Statement of Formula may be entitled to confidential treatment*



Product Chemistry Data (Aspergillus flavus AF38
Refer to the follewing MRID Numbers:
43763401 (submitted to EPA on 8/8/95)
43763402 (submitted to EPA on 8/9/95)
43972401 (submitted to EPA on 4/3/96)
43880001 (submitted to EPA on 4/24/96} _

Please also refer io the foliowing studies:

Aspergillus flavug isolate AF36 - Manufacturing Process and Discussion on the Formation of
Unintentional Ingredients. Amendment No. 2 to MRID No. 43763401.

Aspergillug flavus isolate AF36 - Analysis of Samples, Certification of Ingredient Limits,
Analytical methods for Certified Limits. Amendment No. 2 to MRID No. 43763402,

The above two studies were submitted to EPA on 6/25/98 as Volume 3 and 4 of a petition

proposing an exemption from the requirement of a tolerance for Agpergillus flavus isolate
AT'38 use in cotton production,
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PROPOSED SAMPLE LABEL
ASPERGILLUS FLAVUS AF36
FOR REDUCED AFLATOXIN CONTAMINATION OF COTTONSEED

Active ingredient: Sterile wheat seeds colonized by Aspergillus flovus

strain AF36 (3,000 CEFU/E) .. .. . 100%
Imert Ingredients: ... o e e e . 0%
CTotal ... . e 100%

EPA Reg. No. 71693-
EPA Est. No. 71693-AZ-001
KEEP OUT OF REACH OF CHILDREN
CAUTION

STATEMENT OF PRACTICAL TREATMENT (First Aid)
IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2 glasses of
water and induce vomiting by touching back of throat with finger. If personis
uncenscious, do not give anything by mouth and do not induce vomiting,
IF ON SKIN; Wash with plenty of scap and water. Get medical attention if irritation
persists. Potential dermal sensitizer. Prolonged or frequently repeated skin contact may
cause allergic reactions in some individuals.
IF INHALED: Remove victim to fresh air. If not breathing, give artificial respiration.
Get medical attention.
IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists.

Arizona Cotton Research and Protection Council
2403 W. Huntington Drive #101
Tempe, AZ 85282-3166

Net Weight 50 1bs., 1000 - 3000 lbs.
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. DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

AGRICULTURAL USE REQUIREMENTS
Usc this product only in accotaance witit its labeling and with the Worker
Protection Standard, 40 CFR part 170. This Standard contains reguirements for
the protection of agricultural workers on farms, forests, nurseries, and
greenhouses, ahd handlers of agricultural pesticides. It contains requirements for
training, decontamination, notification, and emergency assistance. [t also contains
specific instructions and exceptions pertaining to the statements on this label
about personal protective equipment {(PPE) and restricted-entry interval. The
requirements in this box only apply to uses of this product that are covered by the
. Worker Protection Standard.

Do not enter or allow worker entry into treated areas during the restricted
entry interval (REI} of 4 hours.

PPE required for early entry to treated areas that is permitted under the Worker
Protection Standard and that involves contact with anything that has been treated,
such as plants, soil or water is:

Coveralls

Long sleeved shirt and long pants

Waterproof gloves

Shoes plus socks

Dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C

(o I o B o B o B

® COTTON (ARIZONA ONLY)

ASPERGILLUS FLAVUS AF36-is not for sale and is only for use in an area-wide
program to reduce aflatoxin contamination of cottonseed conducted in cooperation with
the Arizona Cotton Research and Protection Council. ASPERGILLUS FLAVUS AF36 is
for application to cotton to reduce the aflatoxin producing potential of fungi resident in
agricultural fields. ASPERGILLUS FLAVUS AF 36 is a strain of Aspergillus flavus that
occurs naturally on the cotton crop. When applied just prior to bloom, ASPERGILLUS
FLAVUS AF36 has been shown to competitively exciude aflatoxin producing fungi from
the developing crop. This product is a living fungus growing on sterile wheat seed which
serves as both a carrier and a nutrient source. After application and once the seed has
been exposed to sufficient moisture (this usually occurs at irrigation) the fungus wiil
grow out and the seed will be covered with green spores. The fungus growing out will
appear first as a white fuzz and then as a green fuzz. These green spores will then be
spread to the crop by wind and insects in the same manner that the aflatoxin producing
fungi present in the field's soil are spread.
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DIRECTIONS FOR USE o

@ )

ASPERGILLUS FLAVUS AX36 may be applied through a cultivator mounted
granular applicator to the surface of the soil under the plant canopy. DO NOT
COVER THE GRANULES WITH SOIL.

Best results will be achieved when the applicator is adjusted to optimize delivery of
ASPERGILLUS FLAVUS AF36 under the canopy and to minimize delivery of
ASPERGILLUS FLAVUS AF36 to furrows,

ASPERGILLUS FLAVUS AF36 has been shown to be effective when applied in late
May or early June, prior to first bloom. A single application should be made during
the last cultivation before bloom.

Tor best results, the crop should be furrow irrigated within seven days after
application of ASPERGILLUS FLAVUS AF386.

Use 10 lbs. of ASPERGILLUS FLAVUS AF36 per acre (per 13,000 linear feet based
on 40 inch rows).

Aerial Application: Product may be applied by air at the specified rate. As with ground
application, cultivation after application may diminish efﬁmency To avoid drift, do not
apply under windy conditions.

PRECAUTIONARY STATEMENTS

HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION - Avoid breathing dust. Avoid contact with eyes and skin. Remove
contaminated clothing and wash clothing before reuse. Wash thoroughly with soap and
. water after handling,

USE DIRECTIONS

0

0

- PERSONAL PROTECTIVE EQUIPMENT
APPPLICATORS AND OTHER HANDLERS MUST WEAR:

Coveralls

Long sleeved shirt and long pants
Waterproof gloves |

Shoes plus socks

Dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C

. Follow manufacturer's instructions for cleaning/maintaining PPE. If no such instructions
for washables, use detergent and hot water, Keep and wash PPE separately from other
laundry. -
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| USER SAFETY RECOMMENDATIONS
Users should: Wash hands before eating, drinking, chewing gum, using tobacco, or
using the toilet.

ENVIRONMENTAL HAZARDS
Do not apply directly to water, to areas where surface water is present, or to
intertidal areas below the mean high water mark. Do not contaminate water when
disposing of equipment wash water. The pesticide shonld onlv be appliad when tha
potential for drift to adjacent sensitive areas (e.g. residential areas, bodies of
water, known habitat for threatened or endangered species, non-target crops) is
minimal {e.g. when wind is blowing away from the sensitive areas).

STORAGE AND DISPOSAL

DO NOT CONTAMINATE WATER, FOOD OR FEED BY STORAGE OR
DISPOSAL.

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use.
Do not store for periods greater than 12 months, This product contains a living organism
that must be alive to work. Do not store under extreme conditions. Do not freeze. Do
not expose to temperatures above 50°C (122°F). Keep product dry.

PESTICIDE DISPOSAL: Purchase only the quantity of product needed and apply all
product to the crop as specified in the directions. Return any unused material to
manufacturer.

CONTAINER DISFOSAL: Paper Bags (50 1bs.)-Completely empty bag into application
equipment. Then dispose of empty bad in a sanitary landfill or by incineration, or, if
allowed by State and local authorities, by burning. If burned, stay out of smoke.

Returnable/Refillable Bulk Containers - Completely empty container. Do not rinse
container. Return empty containers to point of purchase. Containers returned to the
distributor are not to be recycled for food/feed use, or for drinking water, bathing or other
human/animal uses,

WARRANTY: User assumes all risks of use, storage, and handling of this material not in

strict accordance with directions given herewith. In no event shall the manufacturer be
liable for special, incidental or consequential damages.
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PROPOSED SAMPLE LABEL
ASPERGILLUS FLAVUS AF36
FOR REDUCED AFLATOXIN CONTAMINATION OF COTTONSEED

Active ingredient; Sterile wheat seeds colonized by Aspergillus flavus

strain AF36 (3,000 CEFU/E) ... oo 100%
Inert Ingredients: ............ ... ., e .. 0%
“otal: ... ... SN 100%

EPA Reg. No. 71693-
EPA Est. No. 71693-AZ-001
KEEP OUT OF REACH OF CHILDREN
CAUTION

STATEMENT OF PRACTICAL TREATMENT (First Aid)
1¥ SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2 glasses of
water and induce vomiting by touching back of throat with finger. If person is
unconscious, do not give anything by mouth and do not induce vomiting.
IF ON SKIN: Wash with plenty of scap and water. Get medical attention if irritation
persists. Potential dermal sensitizer. Prolonged or frequently repeated skin contact may
cause allergic reactions in some individuals.
IF INHALED: Remove victim to fresh air. If not breathing, give artificial respiration.
Get medical attention.
1F IN EYES: Flush eyes with plenty of water. Call a physician if irriation persists.

Arizona Cotton Research and Protection Council
2403 W, Huntington Drive #101
Tempe, AZ 85282-3166

Net Weight 50 lbs., 1000 - 3000 lbs.
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. DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

AGRICULTURAL USE REQUIREMENTS
Use this product ondy in geeordance wiidy ity labeling and with the Worker
Protection Standard, 40 CFR part 170. This Standard contains requirements for
the protection of agricultural workers on farms, forests, nurseries, and
greenhouses, and handlers of agricultural pesticides. It contains requirements for
training, decontamination, notification, and emergency assistance. It also contains
specific instructions and exceptions pertaining to the statements on this label
about personal protective equipment (PPE) and restricted-entry interval, The
requirements in this box only apply to uses of this product that are covered by the
. Worker Protection Standard. .

Do not enter or allow worker entry into treated areas during the restricted
entry interval (RE1) of 4 hours,

PPE required for early entry to treated areas that is permitted under the Worker
Protection Standard and that involves contact with anything that has been treated,
such as plants, soil or water is: )

Coveralls

Long sleeved shirt and long pants

Waterproof gloves

Shoes plus socks

Dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C

20 O OO

. COTTON (ARIZONA ONLY)

ASPERGILLUS FLAVUS AF36 is not for sale and is only for use in an area-wide
program to reduce aflatoxin contamination of cottonseed conducted in cooperation with
the Axizona Cotton Research and Protection Council. ASPERGILLUS FLAVUS AF38 is
for application to cotton to reduce the aflatoxin producing potential of fungi resident in
agricultural fields. ASPERGILLUS FLAVUS AT 36 is a strain of Agpergillus flavus that
occurs naturally on the cotton crop. When applied just prior to bloom, ASPERGILLUS
FLAVUS AF36 has been shown to competitively exclude aflatoxin producing fungi from
the developing crop. This product is a living fungus growing on sterile wheat seed which
serves as both a carrier and a nutrient source. After application and once the seed has
been exposed to sufficient moisture (this usually occurs at irrigation) the fungus will
grow out and the seed will be covered with green spores. The fungus growing out will
appear first as a white fuzz and then as a green fuzz. These green spores will then be
spread to the crop by wind and insects in the same manner that the aflatoxin producing
fungi present in the field’s soil are spread.
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DIRECTIONS FOR USE

1. ASPERGILLUS FLAVUS AF36 may be applied through a cultivator mounted
granular applicator to the surface of the soil under the plant canopy. DO NOT
COVER THE GRANULES WITH SOIL.

2. Best results will be achieved when the applicator is adjusted to optimize delivery of
ASPERGILLUS FLAVUS AF36 under the canopy and to minimize delivery of
ASPERGILLUS FLAVUS AF36 to furrows.

3. ASPERGILLUS FLAVUS AF36 has been shown to be effective when applied in late
May or early June, prior to first bloom. A single application should be mads during
the last cultivation before bloom.

4, Tor best results, the crop should be furrow irrigated within seven days after
application of ASPERGILLUS FLAVUS AF36.

5, Use 10 lbs. of ASPERGILLUS FLAVUS AF36 per acre (per 13,000 linear feet based
on 40 inch rows).

Aerial Application: Product may be applied by air at the specified rate, Ag with ground
application, cultivation after application may diminish efficiency. To avoid drift, do not
apply under windy conditions.

PRECAUTIONARY STATEMENTS

HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION - Avoid breathing dust. Avoid contact with eyes and skin, Remove
contaminated clothing and wash clothing before reuse. Wash thoroughly with soap and
water after handling.

USE DIRECTIONS

0

0

PERSONAL PROTECTIVE EQUIPMENT
APPPLICATORS AND OTHER HANDLERS MUST WEAR:

Coveralls

Long sleeved shirt and long pants
Waterproof gloves |

Shoes plus socks

Dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C

Follow manufacturer's instructions for cleaning/maintaining PPE. If no such instructions
for washables, use detergent and hot water. Keep and wash PPE separately from other
laundry. ) :
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USER SAFETY RECOMMENDATIONS
Users should: Wash hands before eating, drinking, chewing gum, using tobacco, or
using the toilet.

ENVIRONMENTAL HAZARDS
Do not apply directly to water, to areas where surface water is present, or to
intertidal areas below the mean high water mark, Do not contaminate water when
disposing of equipment wash water. The pesticide should only be applied when the
potential for drift to adjacent sensitive areas (e.g. residential areas, bodies of
water, known habitat for threatened or endangered species, non-target crops) is
minimal {e.g. when wind Is blowing away from the sensitive areas),

STORAGE AND DISPOSAL

DO NOT CONTAMINATE WATER, FOOD OR FEED BY STORAGE OR
DISPOSAL.

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use.
Do not store for periods greater than 12 months. This product contains a living orgarism
that must be alive to work. Do not store under extreme conditions. Do not freeze. Do
not expose to temperatures above 50°C (122°F). Keep product dry.

PESTICIDE DISPOSAL: Purchase only the guantity of product needed and apply all
product to the crop as specified in the directions. Return any unused material to
manufacturer.

CONTAINER DISPOSAL: Paper Bags (50 Ibs.)-Completely empty bag into application
equipment. Then dispose of empty bad in a sanitary landfill or by incineration, or, if
allowed by State and local authorities, by burning. If burned, stay out of smoke.

Returnable/Refiilable Bulk Containers - Completely empty container. Do not rinse
container. Return empty containers to point of purchase. Containers returned to the
distributor are not to be recycled for food/feed use, or for drinking water, bathing or other
humarn/animal uses.

WARRANTY: User assumes all risks of use, storage, and handling of this material not in

strict accordance with directions given herewith. In no event shall the manufacturer be
liable for special, incidental or consequential damages.
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PROPOSED SAMPLE LABEL
ASPERGILLUS FLAVUS A¥36
FOR REDUCED AFLATOXIN CONTAMINATION OIf COTTONSEED

~ Active ingredient: Sterile wheat seeds colonized by Aspergillus flovus

strain AF36 (3. 000 CFU/E) ... o e 100%
Inert Ingredients: ................. I . %
Total: ........ P . R P 100%

EPA Reg. No. 71693-
EPA Est. No. 71693-A2-001
KEEP OUT OF REACH OF CHILDREN
CAUTION

STATEMENT OF PRACTICAL TREATMENT (First Aid)
IF SWALLOWZED: Call a physician or Poison Control Center. Drink 1 or 2 glasses of
water and induce vomiting by touching back of throat with finger. If person is
unconscious, do not give anything by mouth and do not induce vomiting.
IF ON SKIN; Wash with plenty of soap and water. Get medical attention if irritation
persists. Potential dermal sensitizer. Prolonged or frequently repeated skin contact may
cause allergic reactions in some individuals,
IF INHALED: Remove victim to fresh air. If not breathing, give artificial respiration.
Get medical attention.
IF IN EYES: Flush eyes with plenty of water. Call & physician if irritation persists.

Arizona Cotton Research and Protection Council
2403 W. Huntington Drive #101
! Tempe, A7 85282-3166

Net Weight 50 lbs., 1000 - 3000 lbs.
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@ DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling. :

AGRICULTURAL USE REQUIREMENTS
Use this product only irraccordauce with ity labeling and with the Worker
Protection Standard, 40 CFR part 170. This Standard contains requirements for
the protection of agricultural workers on farms, forests, nurseries, and
greenhouses, and handlers of agricultural pesticides. It contains requirements for
training, decontamination, notification, and emergency assistance. It also contains
specific instructions and exceptions pertaining to the statements on this label
about personal protective equipment (PPE) and restricted-entry interval. The
requirements in this box only apply to uses of this product that are covered by the
. Worker Protection Standard.

Do not enter or allow worker entry into treated areas during the restricted
eniry interval (REI) of 4 hours.

PPE required for early entry to treated areas that is permitted under the Worker
Protection Standard and that involves contact with anything that has been treated,
.such as plants, soil or water is:

Coveralls

Long sleeved shirt and long pants

Waterproof gloves

Shoes plus socks

Dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C

o o C oo

® COTTON (ARIZONA ONLY)

ASPERGILLUS FLAVUS AF36 is not for sale and is only for use in an area-wide
program to reduce aflatoxin contamination of cottonseed conducted in cooperation with
the Arizona Cotton Research and Protection Council. ASPERGILLUS FLAVUS AI'36 is
for application to cotton to reduce the aflatoxin producing potential of fungi resident in
agricultural fields. ASPERGILLUS FLAVUS AT 36 1s a strain of Aspergillus {lavus that
oceurs naturally on the cotton crop. When applied just prior to bloom, ASPERGILLUS
FLAVUS AX36 has been shown to competitively exclude aflatoxin producing fungi from
the developing crep. This product is a living fungus growing on sterile wheat seed which
serves as both a carrier and a nutrient source. After application and once the seed has
been exposed to sufficient moisture {this usually occurs at irrigation) the fungus will
grow out and the seed will be covered with green spores. The fungus growing out will
appear first as a white fuzz and then as a green fuzz. These green spores will then be
spread to the crop by wind and insects in the same manner that the aflatoxin producing
fungi present in the field's soil are spread.
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DIRECTIONS FOR USE

1.

ASPERGILLUS FLAVUS AFF36 may be applied through a cultivator mounted
granular applicator to the surface of the soil under the plant canopy. DO NOT
COVER THE GRANULES WITH SOIL.

Best results will be achieved when the applicator is adjusted to optimize delivery of
ASPERGILLUS FLAVUS ATF'36 under the canopy and to minimize delivery of
ASPERGILLUS FLAVUS AF36 to furrows.

ASPERGILLUS FLAVUS A¥36 has been shown to be effective when applied in late
May or early June, prior to first bloom. A single appllcatlon should be made during
the last cultivation before bleom.

For best results, the crop should be furrow irrigated within seven days after
application of ASPERGILLUS FLAVUS A¥38.

Use 10 Ibs. of ASPERGILLUS FLAVUS AF36 per acre (per 13,000 linear feet based
on 40 inch rows).

Aerial Application: Product may be applied by air at the specified rate. As with ground
application, cultivation after application may diminish efficiency. To avoid drift, do not
apply under windy conditions.

PRECAUTIONARY STATEMENTS

HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION - Avoid breathing dust. Avoid contact with eyes and skin. Remove

~ contaminated clothing and wash clothing before reuse. Wash thoroughly with soap and

water after handling.

USE DIRECTIONS

¢

0

PERSONAL PROTECTIVE EQUIPMENT
APPPLICATORS AND OTHER HANDLERS MUST WEAR:

Coveralls
Long sleeved shirt and long pants
Waterproof gloves

Shoes plus socks

Dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C

Follow manufacturer's instructions for cleaning/maintaining PPE. If no such instructions
for washables, use detergent and hot water. Keep and wash PPE separately from other
jaundry, .
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USER SAFETY RECOMMENDATIONS
Users should: Wash hands before eating, drinking, chewing gum, using tobacco, or
using the toilet.

ENVIRONMENTAL HAZARDS
Do not apply directly to water, to areas where surface water is present, or to
intertidal areas below the mean high water mark. Do not contaminate water when
disposing of equipment, wash water. The pesticide should only be applied when the
potential for drift to adjacent sensitive areas (e.g. residential areas, bodies of
water, known habitat for threatened or endangered species, non-target crops) is
minimal (e.g. when wind is blowing away from the sensitive areas).

STORAGE AND DISPOSAL

DO NOT CONTAMINATE WATER, FOOD OR FEED BY STORAGE OR
DISPOSAL.

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use.
Do not store for periods greater than 12 months. This product contains a living organism
that must be alive to work. Do not store under extreme conditions. Do not freeze. Do
not expose to temperatures above 50°C (122°F). Keep product dry.

PESTICIDE DISPOSAL: Purchase only the quantity of product needed and apply all
product to the crop as specified in the directions. Return any unused material to
manulacturer.

CONTAINER DISPOSAL: Paper Bags (50 Ibs.)-Completely empty bag into application
equipment. Then dispose of empty bad in a sanitary landfill or by incineration, or, if
allowed by State and local authorities, by burning. If burned, stay out of smoke.

Returnable/Refillable Bulk Containers - Completely empty container. Do not rinse
container. Return empty containers to point of purchase. Containers returned to the
distributor are not to be recycled for food/feed use, or for drinking water, bathing or other
humarn/animal uses,

WARRANTY: User assumes all risks of use, storage, and handling of this material not in

strict accordance with directions given herewith. In no event shall the manufacturer be
liable for special, incidentzl or consequential damages.

234




PROPOSED SAMPLE LABEL
ASPERGILLUS FLAVUS AF36
FOR REDUCED AFLATOXIN CONTAMINATION OF COTTONSEED

Active ingredient: Sterile wheat seeds colonized by Aspergiflus flavus

strain AT36 (3,000 CFU/g) .. ... . 100%
Inert Ingredients: .......... e e SN L 0% -
Total: ................ O 100%

EPA Reg. No. 71693-
EPA Est. No, 71693-AZ-001
KEEP QUT OF REACH OF CHILDREN
CAUTION

STATEMENT OF PRACTICAL TREATMENT (IFirst Aid)
IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2 glasses of
water and induce vomiting by touching back of throat with finger. If personis
unconscious, do not give anything by mouth and do not induce vomiting.
IF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation
persists. Potential dermal sensitizer. Prolonged or frequently repeated skin contact may
cause allergic reactions in some individuals.
IF INHALED: Remove victim to fresh air. If not breathing, give artificial respiration.
Get medical attention.
IF IN EYES: Flush eves with plenty of water. Call a physician if irritation persists.

Arizona Cotton Research and Protection Council
2403 W, Huntington Drive #101
Tempe, AZ 85282-3166

Net Weight 50 lbs., 1000 - 3000 lbs.




' DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its
labeling.

AGRICULTURAL USE REQUIREMENTS
Use lus product unly in accordance with its labeling and with the Worker
Protection Standard, 40 CFR part 170. This Standard contains reguirements for
the protection of agricultural workers on farms, forests, nurseries, and
greenhouses, and handlers of agricultural pesticides, [t contains reguirements for
training, decontamination, notification, and emergency assistance. It also contains
specific instructions and exceptions pertaining to the statements on this label
about personal protective equipment (PPE) and restricted-entry interval. The
requirements in this box only apply to uses of this product that are covered by the
. Worker Protection Standard.

Do not enter or allow worker entry into treated areas during the restricted
entry interval (REI) of 4 hours,

PPE required for early entry to treated areas that is permitted under the Worker
Protection Standard and that involves contact with anything that has been treated,
.such as plants, soil or water is:

Coveralls

Long sieeved shirt and long pants

Waterproof gloves

Shoes plus socks

Dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C

[ I o I o B & B o ]

® COTTON (ARIZONA ONLY)

ASPERGILLUS FLAVUS AF36 is not for sale and is only for use in an area-wide
program to reduce aflatoxin contamination of cottonseed conducted in cooperation with
the Arizona Cotton Research and Protection Council. ASPERGILLUS FLAVUS AF36 is
for application to cotton to reduce the aflatoxin producing potential of fungi resident in
agricultural fields. ASPERGILLUS FLAVUS AF 36 is a strain of Aspergillus flavus that
occurs naturally on the cotton crop. When applied just prior to bloom, ASPERGILLUS
FLAVUS A¥36 has been shown to competitively exclude aflatoxin producing fungi from
the developing crop. This product is a living fungus growing on sterile wheat seed which
serves as both a carrier and a nutrient source. After application and once the seed has
been exposed to sufficient moisture (this usually occurs at irrigation) the fungus will
grow out and the seed will be covered with green spores. The fungus growing out will
appear first as a white fuzz and then as a green fuzz. These green spores will then be
spread to the crop by wind and insects in the same manner that the aflatoxin producing
fungi present in the field's soil are spread.
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DIRECTIONS FOR USE

1. ASPERGILLUS FLAVUS AF36 may be applied through a cultivator mounted
granular applicator to the surface of the soil under the plant canopy. DO NOT
COVER THE GRANULES WITH SOIL.

2. Bestresults will be achieved when the applicator is adjusted to optimize delivery of
ASPERGILLUS FLAVUS AIF36 under the canopy and to minimize delivery of
ASPERGILLUS FLAVUS AF36 to furrows,

3. ASPERGILLUS FLAVUS A¥36 has been shown to be effective when applied in late
May or sarly June, prior to first bloom. A single application should be made during
the last cultivation before bloom.

4. Tor best results, the crop should be furrow irrigated within seven days after
application of ASPERGILLUS FLAVUS AF36.

5. Use 10 lbs. of ASPERGILLUS FLAVUS AF36 per acre (per 13,000 linear feet based
on 40 inch rows).

Aerial Application: Product may be applied by air at the specified rate. As with ground
application, cultivation after application may diminish efficiency. To avoid drift, do not
apply under windy conditiens.

PRECAUTIONARY STATEMENTS

HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION - Avoid breathing dust. Avoid contact with eyes and skin. Remove
contaminated clothing and wash clothing before reuse. Wash thoroughly with soap and
water after handling.

USE DIRECTIONS

v}

v}

PERSONAL PROTECTIVE EQUIPMENT
APPPLICATORS AND OTHER HANDLERS MUST WEAR:

Coveralls

Long sleeved shirt and long pants
Waterproof gloves |

Shoes plus socks

Dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C

Follow manufacturer’s instructions for cleaning/maintaining PPE. If no such instructions
for washables, use detergent and hot water. Xeep and wash PPE separately from other
laundry. - ‘
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USER SAFETY RECOMMENDATIONS
Users should: Wash hands before eating, drinking, chewing gum, using tobacco, or
using the toilet.

ENVIRONMENTAL HAZARDS
Do not apply directly to water, to areas where surface water is present, or to
intertidal areas below the mean high water mark. Do not contaminate water when
disposing of equipment wash water, The pesticide should only he applied when the |
potential for drift to adjacent sensitive areas (e.g. residential areas, bodies of
water, known habitat for threatened or endangered species, non-target crops) is
minimal {e.g. when wind is blowing away from the sensitive areas).

STORAGE AND DISPOSAL

DO NOT CONTAMINATE WATER, FOOD OR FEED BY STORAGE OR
DISPOSAL. ,

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use,
Do not store for periods greater than 12 months. This product contains a living organism
that must be alive to work. Do not store under extreme conditions. Do not freeze. Do
not expose to temperatures above 50°C (122°F). Keep product dry.

PESTICIDE DISPOSAL: Purchase only the quantity of product needed and apply all
product to the crop as specified in the directions. Return any unused material to
manufacturer,

CONTAINER DISPOSAL: Paper Bags (80 Ibs.)-Completely empty bag into application
equipment. Then dispose of empty bad in a sanitary landfill or by incineration, or, if
allowed by State and local authorities, by burning. If burned, stay out of smoke.

Returnable/Refillable Bulk Containers - Completely empty container. Do not rinse
container. Return empty containers to point of purchase. Containers returned to the
distributor are not to be recycled for food/feed use, or for drinking water, bathing or other
human/animal uses.

WARRANTY: User assumes all risks of use, storage, and handling of this material not in

strict accordance with directions given herewith. In no event shall the manufacturer be
liable for special, incidental or censequential damages. -
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PROPOSED SAMPLE LABEL
ASPERGILLUS FLAVUS AF36
FOR REDUCED AFLATOXIN CONTAMINATION OF COTTONSEED

Active ingredient: Sterile wheat seeds colonized by Aspergillus flavus

strain AF36 (3,000 CFU/g) ... ... . 100%
Inert Ingredients: ... .. . . . 0%

Potal: ... e 100%

EPA Reg. No, 71693-
EPA Est. No. 71693-AZ-001
KEEP OUT OF REACH OF CHILDREN
CAUTION

STATEMENT OF PRACTICAL TREATMENT (First Aid)
IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2 glasses of
water and induce vomiting by touching back of throat with finger. If personis
unconscious, do not give anything by mouth and do not induce vomiting.
IF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation
persists. Potential dermal sensitizer. Prolonged or frequently repeated skin contact may
cause allergic reactions in some individuais.
IF INHALED: Remove victim to fresh air. If not breathing, give artificial respiration.
Get medical attention.
IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists.

Arizona Cotton Research and Protection Council
2403 W. Huntington Drive #101
Tempe, A7 85282.3166

Net Weight 50 lbs., 1000 - 3000 ibs.
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. DIRECTIONS FOR USE

It is a violation of I'ederal Law to use this product in a manner inconsistent with its
labeling.

AGRICULTURAL USE REQUIREMENTS
Use this product ordy 11t accordance witls 1L 1abenng and witn the Worker
Protection Standard, 40 CFR part 170. This Standard contains requirements for
the protection of agricultural workers on farms, forests, nurseries, and
greenhouses, and handlers of agricultural pesticides. It contains requirements for
training, decontamination, notification, and emergency assistance. It'also contains
specific instructions and exceptions pertaining to the statements on this label
about personal protective equipment (PPE) and restricted-entry interval. The
requirements in this box only apply to uses of this product that are covered by the
. Worker Protection Standard,

Do not enter or allow worker entry into treated areas during the restricted
entry interval (REI) of 4 hours.

PPE required for early entry to treated areas that is permitted under the Worker
Protection Standard and that involves contact with anything that has been treated,
such as plants, soil or water is:

Coveralis

Long sleeved shirt and long pants

Waterproof gloves

Shoes plus socks

Dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C

o 00 00

® COTTON (ARIZONA ONLY)

ASPERGILLUS FLAVUS AF36 is not for sale and is only for use in an area-wide
program to reduce aflatoxin contamination of cottonseed conducted in cooperation with
the Arizona Cotton Research and Protection Council, ASPERGILLUS FLAVUS AF36 is
for application to cotton to reduce the aflatoxin producing potential of fungi resident in
agricultural fields. ASPERGILLUS FLAVUS AT 36 is a strain of Agpergillus flavus that
occurs naturally on the cotton crop. When applied just prior to bloom, ASPERGILLUS
FLLAVUS AF36 has been shown to competitively exclude aflatoxin producing fungi from
the developing crop. This product is a living fungus growing on sterile wheat seed, which
serves as both a carrier and a nutrient source. After application and once the seed has
been exposed (o sufficient moisture (this usually occurs at irrigation) the fungus will
grow out and the seed will be covered with green spores. The fungus growing out_ will
appear {irst as a white fuzz and then as a green fuzz, These green spores will then be
spread to the crop by wind and insects in the same manner that the aflatoxin producing
fungi present in the field's soil are spread.
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DIRECTIONS FOR USE

. 1. ASPERGILLUS FLAVUS AF36 may be applied through a cultivator mounted
granular applicator to the surface of the soil under the plant canopy. DO NOT
COVER THE GRANULES WITH SOIL.

2. Best results will be achieved when the applicator is adjusted to optimize delivery of
ASPERGILLUS FLAVUS AF36 under the canopy and to minimize delivery of
ASPERGILLUS FLAVUS AF36 to furrows.

3. ASPERGILLUS FLAVUS AF36 has been shown to be effective when applied in late
May or early June, prior to first bloom. A single application should be made during
the last cultivation before bloom.

4. For best results, the crop should be furrow irrigated within seven days after
. application of ASPERGILLUS FLAVUS AF386.

5. Use 10 Ibs. of ASPERGILLUS FLAVUS AF38 per acre (per 13,000 linear feet based
on 40 inch rows).

Aerial Application: Product may be applied by air at the specified rate. As with ground
application, cultivation after application may diminish efficiency. To avoid drift, do not
apply under windy conditions.

PRECAUTIONARY STATEMENTS

HAZARD TO HUMAN AND DOMESTIC ANIMALS

CAUTION - Avoid breathing dust. Avoid contact with eyes and skin. Remove
contaminated clothing and wash clothing before reuse. Wash thoroughly with soap and
water after handling.

USE DIRECTIONS

PERSONAL PROTECTIVE EQUIPMENT
APPPLICATORS AND OTHER HANDLERS MUST WEAR:

o Coveralls
¢ Long sleeved shirt and long pants
o Waterproof gloves |
o Shoes plus socks
o Dust/mist filtering respirator with MSHA/NIOSH approval prefix TC-21C
o Follow manufacturer’s instructions for cleaning/maintaining PPE. If no such instructions
{zi:;rsy}lzables, use dete_rgent and hot? water. Keep and wash PPE separately from other
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USER SAFETY RECOMMENDATIONS
Users should: Wash hands before eating, drinking, chewing gum, using tobacco, or
using the toilet. . ]

ENVIRONMENTAL HAZARDS
Do not apply directly to water, to areas where surface water is present, or to
intertidal areas below the mean high water mark., Do not contaminate water when
disposing of equipment wash water. The pesticide should only be apnlied when the
potential for drift to adjacent sensitive areas {e.g. residential areas, bodies of
water, known habitat for threatened or endangered species, non-target crops) is
minimal (e.g. when wind is blowing away from the sensitive areas). |

STORAGE AND DISPOSAL

DO NOT CONTAMINATE WATER, FOOD OR FEED BY STORAGE OR
DISPOSAL.

STORAGE: Store dry. Do not expose to relative humidity greater than 80% prior to use.
Do not store for periods greater than 12 months. This product contains a living organism
that must be alive to work, Do not store under extreme conditions. Do not freeze, Do
not expose to temperatures above 50°C (122°F). Keep product dry.

PESTICIDE DISPOSAL: Purchase only the quantity of product needed and apply all
product to the crop as specified in the directions. Return any unused material to
manulacturer.

CONTAINER DISPOSAL: Paper Bags (50 Ibs.)-Completely empty bag into application
equipment. Then dispose of empty bad in a sanitary landfill or by incineration, or, if
allowed by State and local authorities, by burning. If burned, stay out of smoke,

Returnable/Refillable Bulk Containers - Completely empty container. Do not rinse
container. Return empty containers to point of purchase. Containers returned to the
distributor are not to be recycled for food/feed use, or for drinking water, bathing or other
human/animal uses,

WARRANTY: User assumes all risks of use, storage, and handling of this material not in

strict accordance with directions given herewith. In no event shall the manufacturer be
liable for special, incidental or consequential damages.
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Toxicology Studies (Aspergillus flavus AF36)
. Please refer to the following volumes:

a) Aspergillus flavus isolate AF36 - Safety Data in Support of Petition Proposing a
Temporary Exemption from the Requirement of a Tolerance for Aspergillus flavus
for use in cotton (MRID No. 43763403).

(The above study was submitted to EPA on 8/9/95.)
.. b) Acute Oral ’I‘olx-icity Study in Rats (MRID No. 43972403)
(The above study was submitted to EPA on 4/3/96.)
Please also refer to the following study:
c) Aspergillus flavus isolate AF36 Safety Information. This study was submitted to
. EPA on 6/25/98 as Volume 5 and 7 of a petition proposing an exemption from the

requirement of a tolerance for Aspergillus flavus isolate AI'36 use in cotton
production,
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Aspergillus flavus isolate AF36 - Waiver request for Toxicology Data Requirements,
in regard to petition proposing an exemption of Aspexgillus flavus from the
requirement of a tolerance for use in cotton.

Section M Guidelines: 152A-11, 152A-12,
152A-13, 152A-14, 152A-15, 162A-16,
152A-20, 152A-21, 152A-30, 152A-3 1, 152A-32, 152A-33.

We request a waiver of all the toxicology data mentioned in Subdivision M,
Part A published in March, 1989 that pertains to the following guidelines in
Subdivision M.

uidelin
Kind of uir Indoor Reference No.
Acute Dermal Toxicity Study R 152A-11
Acute Pulmonary Toxicity/Pathogenicity Study (R} 152A-12
Acute Intravenous Toxicity/Pathogenicity Study [R} 152A-13
Primary Eye Irritation/Infection Study [R] 152A-14
Hypersensitivity Incidents R 152A-15
Acute Toxicity Study CR 152A-20
Subchronic Toxicity/Pathogenicity Studies CR 152A.21
Reproductive and Fertility Effects CR 152A-30
Oncogenicity Study CR 1524-31
Immunodeficiency Studies CR 152A-32
Primate Infectivity/Pathogenicity Study . CR 152A-33
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Rationale for Waiver Request of

Toxicology Data Requirements

. Aspergillus flavus isolate AF'36 is a naturally occurring strain of A. flavus.
Documentation regarding the taxonomic position of that strain is presented
in MRID No. 43763401.

. Aspergillis flavus, a saprophytic fungus, is a normal constituent of the
microflora in air and soil, and is found on living and dead plant material
throughout the world. A. flavus is particularly prominent in hot, dry
climates supplemented with irrigation and is a ubiguitous component of the
natural Arizona desert ecosystem. Quantities of A. flavus increase during
crop production. A. flavus occurs widely on crop debris left in the soil. Refer
to MRID No. 43763403.

. The hot desert valleys of Arizona have the reputation of being the U. S. area
with conditions most conducive to Aspergillus flavus. The resultis
perennially high levels of A. flavus on the commercial cottonseed crop
produced in Arizona. A. flavus AF36 is already present on a broad segment
of the U. S. cottonseed crop and is a prominent part of the natural desert A.
flavus communifies. Refer to MRID No. 43763403 and Volume 5 of this
submission.

. Application of A. flavus AF36 does not increase the quantity of A. flavus
either on the crop at maturity or in the soil one year after application. Refer
to Volume 5 of this submission.

. The amount of A. flavus AF36 being added to the soil (10 Ibs. of colonized
wheat seed per acre) is small in comparison to the amount of crop debris
containing A. flavus thatis added to the soil which includes (a) cotton foliage
stalks; (b) unharvested cottonseed (.e. bolls that are missed by the cotton

_harvester and spillage), and {c) gin trash which is often added back to the
field and incorporated as organic matter. Refer to Volume 5 of this
submission,

. A. flavus occurs widely on a wide range of crops including corn, wheat, rice,
barley, peanuts, tree nuts, oil seeds and cottonseed. A. flavus is also common
in livestock and poultry feed. Refer to MRID No. 43763403 for additional

information.

. The application of AF36 can be expected to reduce the overall toxicity of the
crop by reducing aflatoxin content thus producing safer feed for animals and
subsequently for humans (mitk consumption). Refer to MRID No. 43763403.

. An acute oral Toxicity Test in rats (152-10) has been conducted with
Aspergillus Davus AF36. Refer to MRID No. 43972403,

. Also refer to Volume 5 of this submission enfitled “"Aspergillus flavus isolate
AF36-Safety Information.”
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- Ecolegical Iffects Data (Aspergillus flavus AF36)

Please refer to the following volume:

a) Aspergillus flavus isolate AF36 - Safety Data in Support of Petition Proposing a
Temporary Exemption from the Requirement of a Tolerance for Aspergiilus flavus
for use in cotton (MRID No, 43763403).

(The above study was submitted to EPA on 8/9/95.)
Please also refer to the following studies:

Aspergillus flavug isolate AF36 - Non-target organism and Environmental Safety
Information.

Aspergillus flavus isolate AF38 - Plant Studies - Requesi for Waiving of the
Requirement for Testing.

The above studies were submitted to IEPA on 6/25/98 as Volume 6 and 7 of a petition

proposing an exemption from the requirement of a tolerance for Aspergillus flavus isclate
AF36 use in cotton production.
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Aspergillus flavus isolate AF36 - Waiver request fox Non-target organism and
environmental expression data requirements in regard to petition proposing an
exemption of Aspergillus flavug from the fequirement of a tolerance for use in

cotton production.

Section M Guidelines: 154A-16, 154A-17, 154A-19, 154A-20, 154A-22.

We request a waiver of all the nontarget oxganism and environmenial
expression data mentioned in Subdivision M, Part A published in March, 1989

that pertains to the following guidelines in Subdivision M.

Guideline
Kind of Data Required
Avian oral
Avian Respiratory Pathogenicity Test: Tiex

Freshwater Fish Toxicity and Pathogenicity
Testing Tier I

Freshwater Aquatic Invertebrate Toxicity
and Pathogenicity Testing: Tier I

Plant Studies: Tier I

Indoor Use

CR

CR

CR

CR

CR

Reference No,

152A-16

154A-17

152A-19

152A-20

154A-22
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Rationale for Waiver Request of
Non-Target Organism and Environmental Expression
Data Requifements

. Aspergillus flavus isolate AF36 15 a naturally occurring strain of A. flavus.
Documentation regarding the taxonomic position of that strain is presented
in MRID No. 43763401.

Aspergillis flavus, a saprophytic fungus, is a normal constituent of the
microflora in air and soil, and is found on living and dead plant material
throughout the world. A. flavusis particularly prominentin hot, dry
climates supplemented with irrigation andis a ubiquitous cormeponent of the
natural Arizona desert ecosystem. Quantities of A. flavus increase during
crop production. A. flavus occurs widely on crop debris left in the soil. Refer
to MRID No. 43763403,

The hot desert valleys of Arizona have the reputation of being the U, S, area
with conditions most conducive to Aspergiliusg flavus. The resultis
perennially high levels of A. flavus on the commercial cottonseed crop-
produced in Artzona. A. flavus AF36 is already present on a broad segment
of the U. S. cottonseed crop and is a prominent part of the natural desert A.
flavug communities, Refer to MRID No. 43763403 and Volume 6 of this
submission.

Applhcation of A. flavus AF36 does not increase the quantity of A. flavus
either on the crop at maturify or in the soil one year after application. Refexr
to Volume 6 of this submission.

The amount of A. flavus AF36 being added to the soil {10 lbs. of colonized
wheat seed per acre) is small in comparison to the amount of crop debris
containing A. flavus that is added to the soil which includes (a) cotton foliage
stalks; (b) unharvested cottonseed (i.e. bolls that are missed by the cotton
harvester and spillage), and (c) gin trash which is often added back to the
field and incorporated as organic matter. Refer to Volume 8 of this
submission.

A. flavus occurs widely on a wide range of cxops including corn, wheat, rice,
barley, peanuts, tree nuts, oil seeds and cottonseed. A. fiavusis also common
in hvestock and poultry feed. Refer to MRID No, 43763403 for additional
information. »

Exposure to A. flavus to birds or fish will not be increased by this use, since
the amount of A. flavus in the environment will not change. Fuxthermore,
cotton fields are not preferred bird habitats and feeding birds are not
attracted to cotton fields. Refer to Volume 6 of this submission.

Also refer to Volume 6 of this submission entitled “Aspergillus flavus isolate
AF36-Non Target Organism and Environmental Safety Information.”
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United Slates Forni Approved

~ , . . . .
WEPA Envirorimental Protection Agency OM8 No, 2070-0060
Washinalon, DC 20460 Approval Expires 05-31-95

Certificatipn with Respect tb Citation of Data

Applicants Name and Address | EPA File Syrmboi/Regisiration Number 71693
Arizona Cotten Research and Protection Comcil ©
2403 W, Huntington Drive, Svice 101 Product Name s cpppnTL1US FLAVUS AF36

Tempe, AZ 85282-3166

Oale of Applieation QAZ«‘://??

[

NOTE: 1fyour product is a 100% repackaging of anotlicr EPA-registered product that yo purchasc, and is tabeled

for the same uscs, you do not teed (o subnut this form. You must submit the Formulator's Exemption Statemeant (EPA

Form 8370-27).

t, This application is supported by all dala submitted or cited in the application. In addition, if citc-all options arc
indicalcd, this application is supported by all dala in the Agency's files that concern the propertics or elfects of this
praduct thal is identical or substantially similar and that jo one of the {ypes of dala that wou!d be required 1o ke,
submitied if this application sought the initial registralion of a product ol'ldr:nucql or similar composition and intcnded
uses under the data requirements in effcet on the date of approval of (his application. {Cheek the appropriate boxces, in
ilems 2 and 3, or 4 below that periain o your application.)

2. lecnify that, for cach study cited in supporl of this application for registration thal is an cxclusive use study.
[X]  1am the original submilter*; or
! ! I have obtained the written permission of he eriginal submidter for . whiclt is

{insert nams of chermical)
(for multiple chiemicals link the companies who are original data submitlers

(msert names of companies)
with the appropriate chemical name) to ¢lte that study*

3. leertify thal, for cach study ciled in support of (his application for registration that is nol an exclusive use study;

a,l | 1 amv (lie original dala subiniiler®; or

Jxl | have oblained lhc wrilien pennission of the original data subminer for Aspergillus Flavus AF36ypich i
USDA/ARS/SRRC and IR-4 {insent nasre of chemicai)
{for multiple chemicals Hink Uic compagies who are original daia submiticrs

(ingert narnes of companies)
witl the appropriate chemical nane) (o eite (hat stedy®*; or

b,| | | have notified in writing the compartics for that
(insett names of companics) (insert nanre of chenticaiy
liave submitted data I have cited to support this application and have offcred to: {a) Pay compensation for
those data in accordance with section 3{e)(1)(F} and 3(¢)(2){D) of the Federal Insccticide, Fungicide and
Rodenticide Act (FIFRAY, and (b} Coinmenee negotiations o delerming which data are subjeet to the
compensalion requirement of FIFRA and the amount and lerms of compensation due, if any. The companies -
| have notified are:

Companies for (for multiple

{insert names of companies) (insert name el chemical)
chemicals link the companies who are original data submitters with the appropriate chemical name)
listed on the Pesticide Data Submitters List for all active ingredicnis contained in my produet (gite-all
method or cile-all option under Scleetive Mcthod*). (Also, sign the General Offer Statement below.)
Companies for {for multiple

(insert names of campanics) {irsert nane of chernicai)

chemicals link the companies who are original data submitlers with the appropriale chemical namc)
that have submitled the studics which I have cited (Selective method*).

o, f f ~ leertify that for cach siedy cited in sepport of this application | am nol required to offer data compensation or
oblain writlen permission because all time periods for exclusive use and daa compensation have expired,

« A Dala Matrbcidenifving these studics is alached, (Note: a Data Matnix s nol required nnder lllc cite-all method)

Signiyri’j%m JName ond Tille M/E/Q’X /g’hﬂ!i/f’ /ﬂf/%:@yé[ Data QZJ.__ ?‘F‘

Generni Offer Lo Fay: 1 hereby offet and ag( lo p':yco'fmc:ml:on 1o othet persens, with regard to
ihe appreval of this application, Lo the exvml required,

Signaiiro Neme ond Thio Oals

EPA Focm B570:-29 {Rev, 5-94| Eleclronic ond Paper versions occeplablo.
Previous edilions ore obsalele.
1.5 GPO: FB35-086-820r20404
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DATA MATRIX FOR ASPERGILLUS FLAVUS AF36
Arizona Cotton Research and Protection Council
2403 W. Huntington Drive, Suite 101
Tempe, AZ 85282-3166

ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL (Submitted by

Applicant} .
Aspergillus flavus isolate AF36 - Manufacturing Process and Discussion on the
. Formation of Unintentional Ingredients.

Guideline # MRID No
151A-11 Submitted on 6/25/98
151A-12 Submitted on 6/25/38

Asvergillus fiavus isolate AF36 - Analysis of Samples, Certification of Ingredient Limits,
Analytical Methods for Certified Limits

Guideline # MRID No.
151A-13 Submitted on: 6/25/98
151A-15 Submitted an 8/25/98

IR-4 Project, Technology Centre of New Jersey
Rutgers University, 681 U.S. Highway #1 South
North Brunswick, NJ 08902-3350
ih from IR-4 (permission 1 r ¢ncl

Aspergillus flavus isolate AT'36 - Safety Information

Guigeline # ubmi 1
152A-10, 152A-11, 152A-12, 152A-13, 6/25/98*

15ZA-14, 162A-15, 152A-20, 152A-21,
152A-30, 152A-31, 152A-32, 152A-33

Aspergillus flavus isclate AF36 - Non-target organism and Environmental Safety
Information. e

Guideline # Submitted on

154A-16, 154A-17, 154A-18, 1564A-19, B6/25/98*

154A-20, 154A-21, 154A-22, 154A-23,

154A-24

* Studies submitted on 6/25/98 have not yet been assigned MRID numbers,
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DATA MATRIX FOR ASPERGILLUS FLAVUS AF36

' 0 REGISTRANT: Arizona Cotton Research and Protection Council
: 2403 W. Huntington Drive, Suite 101
Tempe, AZ 85282-3166

TJSDA/ARS
Southern Regional Research Center
1100 Robert E. Lee Blvd.

© New Orieans, LA 70179

Data obtained from USDA-ARS/Southern Regional Research Center (permission
letter enclosed)

Aspergitius flavus isolate ATF36 - Product Identity and Disclosure of Ingredients,
Manufacturing Process and Discussion on the Formation of Unintentional Ingredients.

. Guideline # MRID No,
151A-10 43763401, 43990001
151A-11 43763401
151A-12 43763403

Aspergillus flavus isoalte AF36 - Analysis of Samples, Certification of Ingredigent Limits,
Analytical Methods for Certified Limits and Physical and Chemical Properties,

o Guideline # MRID No,
151A-13 43763402, 43972401
151A-15 43763402, 43972401

151A-18 43763402,
151A-17 43763402, 43972401
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DATA MATRIX FOR ASPERGILLUS FLAVUS AF36

REGISTRANT: Arizona Cotton Research and Protection Council

2403 W. Huntington Drive, Suite 101
Tempe, AZ 85282-3166

Data gbtained from USDA-ARS/Southern Regional Research Center (permission letter
enclosed)

Aspergilius fiavus isolate AF36 - Plant Studies - Request for Waiving of the Requirement

for Testing.
uideline # Submitted on
154A-4, 154A-22 6/25/98*

Aspergilius flavus isolate AF36 - Product Performance Data

¥ ) Guideline # MRID No
: 156A-2, 156A-3 43763405

* Studies submitted on 6/25/98 have not yet been assigned MRID Numbers
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"DATA MATRIX FOR ASPERGILLYS FLAVUS AF36

REGISTRANT: Arizona Cotton Research and Protection Council
2403 W. Huntington Drive, Suite 101
Tempe, AZ 85282-3166

Data obtained from USDA-ARS/Southern Regional Research Center (permission letter
enclosed)

Aspergillus flavus isolate AIF36 - Safety Data in Support of Petition Proposing a
Temporary Exemption from the Requirement of a Tolerance for Aspergiilus flavus for use
in cotton.

Guideline # MRID No,
152A-10, 152A-11, 152A-12 43763403

Acute Oral Toxicity Study in Rats

Guideline# MRID No,
152A-10 43972403

Aspergitlus flavus isolate AF36 - Hypersensitivity Incidents with Microbial Pest Control
Agents - Statement of Finding of No Hypersensitivity.

Guideline # MRID No

152A-15 43763404, 43972402
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